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POLITIKA USTAVU

K zaijisteni okold Stamntho Ustavu pro kontrolu léciv vyhlaguje
feditel politiku Ustavu.

Politika Ustavu je souhrem zdkladnich zasad Ustavu vymeze-
nych vigi jeho zakaznikam i partnerom. Politika Ustavu, v né-
vaznosti na pozici danou ndrodnim i eviopskym legislativnim
ramcem, vyjadiuje pfistup vedeni Ustavu a viech zaméstnancd
k naplnéni cils, povinnosti i kompetenci Ustavu. Reflektuje jak
zaméfeni na shodu zajm0 viech hlavnich Gcastntkd regulace
léciv a zdravotnickych prostfedkd, tak primarni orientaci na
vykonnost autority pro polieby vefejnosti ve vztahu k zajisténi
ochrany zdravi a rizik spojenymi s pouZivénim lécivych piprav-
ki a zdravomickych prostiedks.

Ukoly Ustavu jsou plnény v souladu s platnou legislativou, smé-
fuji k naplnéni politiky statu v oblasti vefejného zdravi a zohled-
fiuji obecné prijaté odborné standardy v oblasti lékove politiky.

Jsou dosahovany pfi zachovévani etickych pravidel, prohled-
n&, predvidatelng, s transparentni dokumentaci &innosti Ustavu
a s ofevienosti k podnétim regulovanych subjektd a vefejnosti.

Vedeni Ustavu zabezpecuje, aby se kazdy zaméstnanec podi-
lel v rémci své pdsobnosti na plnéni politiky Ustavu. Zakaznici
a partnefi Ustavu i viichni zajemci jsou probézné o napliovani
politiky Ustavu informovani.

Ustav ma stanovené nasleduijici strategické cile:

= Sluzby a cinnosti v oblasti humannich 1éciv zaijisfuie na
vysoké drovni, v redlné nejkratich casovych terminech
a bez vytvateni prekazek pro pouzivant léciv.

= Proakiivné harmonizuje nesoulad mezi rozdilnym stano-
venim regulaci u stejnych nebo zaménitelnych predmétd
regulaéniho zdjmu, af jiz byly stanoveny vyhradné Ustavem
nebo jinymi reguldtory.

= ZvySenou aktivitou v oblasti dohledu nad reklamou a ne-
legalnim zachdzenim s lécivy, a obdobng zvysenym

MUDr. Pavel Biezovsky, MBA
Feditel Ustavu

z&jmem o kvalitu a pouzitelnost informaci o registrovanych
lécivych pripravcich pro pacienty, prispivé k emancipaci
uZivatele léCiv v procesu péce o vlasini zdravi, rozhodovani
o uzitl [é¢iv na zakladé informovanosti jak o teincich, tak
o rizicich lécby.

Zajisfuje  spravu  datového  dloziste  pro  elekironickou
preskripci, s cillem podpory farmakovigilan&ni  akivity
a moznosti intervence Ustavu ve véci ochrany jednotlived
a vefejnosti pred riziky farmakoterapie.

Hodnotf efekfivnost systému regulace pravidelnym hodno-
cenim ukazateld jednotlivych aktivit dtvart Ustavu a hodno-
cenf spokojenosti jeho zakazniki a partnerd.

Zajistuje sluzby a cinnosti v souladu se zasadami systému
fizeni jakosti ve shodé s pozadavky normy CSN EN 1SO
©001:2008, v oblasti konfrolnich laboratoif podle normy
CSN ENISO/IEC 17025.

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

Rozviji informaéni podporu stéi sprévy a vefejnosti s cilem
odstrafiovani neznalosti o 1ékové politice a redlném stavu
zachdazeni s lécivy.

Proakfivné prezentuje dosazené cile a vylvaii pozitivni
vnimani Ustavu z pohledu klicovych deastniks regulace
a verejnosti.

Usiluje o uznani své cinnosti na mezinarodni Grovni v rémci
spoluprace evropskych lékovych agentur, v Radé Evropy
a v dal3ich institucich. V této souvislosti je podporovana
aktivni 0¢ast zastupct Ustavu pfi mezindrodni spolupraci
v ramci Eviopského spolecensivi i v celosvétovem méfitku.
Zvysuje kvalifikaci zamésinanct na Groved potfebnou pro
zajisfovani expertnich &innosti, podporuje prohlubovani od-
bomé zpUsobilosti zamésanct a zabezpecovani jejich
trvalého odborného ristu ovéiovanim jejich polieb a reali-
zaci pland vzdélavant.

Naplivje politku  pouzivénim  vhodnych  motivagnich
nastrojd pro zamésinance, kieif jsou zakladnim zdrojem pro
plnéni okoly 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 pariners of the
Insfitute. With regard to the position set forth by the nafional as
well as European legislative framework, the Policy of the Institute
expresses the affitude of the management of the Insfitute and all of
its employees towards the fulfilment of goals, obligations as well as
powers of the Insfitute. 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 fowards
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 Insfitute’s operation and they are open to motions received
from the regulated entiies and from the public.

The management of the Institute ensures that each employee is
involved in the fulfilment of the Policy of the Insfitute within the
scope of his/her responsibilities. The customers and parters 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 acliviies in the sphere of human
pharmaceuticals are provided af a high standard, as early
as practicable, and without forming obstructions fo the use
of pharmaceuticals.

= The Institute proactively harmonises discrepancies among
varying definifions 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
overadvertising and llegal handling of pharmaceuticals and,

likewise, increased inferest in the quality and applicability of
information about authorised medicinal products infended
for patients the Insfitute confributes to the emancipation of
the user of pharmaceuticals in the process of care for one's
own health and decision-making conceming the use of
pharmaceuticals on the basis of the provided information
on both the effects and risks of treatment.

The Insfitute safeguards the administration of the data
reposifory 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 Insfitute 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 1SO 9001:2008
standard, and, in the sphere of control laboratories, the
CSN ENISO/IEC 17025 standard.

The Institute, furthermore, develops the previously established
information security system pursuant to the CSN 1SO/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 ifs
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 Insfitute’s representatives in
infernafional 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 fools for employees who are the
primary resource for the achievement of the Institute’s tasks.

MUDr. Pavel Biezovsky, MBA
Director of the Institute
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1. UVOD REDITELE

Rok 2011 znamenal pro Stamni dstav pro kontrolu léciv pokra-
Covani v odbornych cinnostech, nové akfivity k informovént od-
borné i laické vefejnosti a zejména pak dokoncent hloubkové
revize vy3e a podminek Ghrady u viech lécivych piipravkd hra-
zenych z vefejného zdravotntho poijistént.

V ramci odbornych cinnosti Ustav vénoval mimofadnou pozor-
nost agendé cenové a thradové regulace. Ke konci roku 2011
Ustav dokonéil hloubkovou revizi vyde a podminek Ghrady
u vdech lécivych pripravkd hrazenych z vefejného zdravorni-
ho pojisténi. Provedeni hloubkové revize se tykalo 9729 kodo
SUKL, bylo zahdjeno 928 spravnich fizeni, vyfizeno 3 560 od-
volani v 664 rozhodnutich. Takio rozsdhlou revizi dhrad lékd
provedla Ceska republika jako prvni ze zemi Evropské unie.
Prosttednictvim revize doslo nejen ke snizeni nakladd zdravor-
nich pojisfoven a pacientt, ale také byl nastaven standard le¢-
by hrazené ze zdravoiniho pojistént.

Sekee registract se kromé své standardni registracni agendy za-
byvala finalizaci seznamu esencidlnich antiinfekfiv v rémci po-
radniho orgénu pro anfiinfektiva. Hlavnim smyslem této innosti
je podporit obezietné pouzivéni antiinfektiv obecné a antibiofik
zejména, prevenci a kontrolu rozvoje multirezistentich orga-
nismd a nakladovou efekiivitu v systému zdravomni péce, a to
zajisténim dostupnosti nezbytych antiinfektiv na trhu v Ceské
republice.

Sekee dozoru se v roce 2011 vénovala ve zvysené mite plnéni
z&konnych povinnosti hlageni ze strany 1ékaren a distributoro.
Od dubna 2011 byl zménén termin, rozsah a zpisob hlaseni
dodavek lecivych pifpravkd, a to predevsim z divodu piehledu
o pohybu ékd s ohledem na nutnost okamzitého stazenf léku
v pfipadé zavady v jakosti nebo zavaznych nezédoucich Gcin-
ki a ddle z divodu zajistént viech zakonem stanovenych stati-
stickych ddaji. Rozsah hléseni byl roziiten i o hlaseni dodavek
mezi distributory a o dodavky léko do zahranici. Tim je zvy3ena
evidence pohybt viech lékd na trhu, a tedy zajistény i lepsi in-
formace o dostupnosti. Sekce dozoru zdrovefi k postihu sankef
nové za&ala vyuzivat i formu pitkazl, kferé nevyzaduji zahdjent
spravnich fizeni dle spravniho fadu.

V probéhu roku 2011 pristoupila prvni zdravomickda zafizeni do
zfizeného a provozovaného systému elekironické preskripce
lécivych pifpravkd - eReceptu. Prostrednictvim Centralniho dlo-
ziste elektronickych receptt lékar vystavuje pacientovi eRecept,
na jehoz zaklade je v lekame vydan lecivy pripravek. Systém
se roz8ifuje nejen mezi pfimo fizenymi nemocnicemi, ale piede-
vaim v siti ambulantnich specialistd a lékaren. Pro snadnégjsi za-
pojeni zdravotnickych zafizeni do systému zfidil Ustav zelenou
linku, kde proskoleni pracovnici provedou lékate ¢i lekarmika
celym procesem pifstupu k systému.

Ustav v roce 2011 taktéz zahdjil dva projekty spolufinancované
z prostiedkd Evropskych socidlnich fondd v ramci Operagniho
programu lidské zdroje a zamésinanost. Podrobnéiji jsou pro-
gramy predstaveny v &asti 3.3 predlozené zpravy.

Smérem k 3iroké vefejnosti Ustav predstavil novou podobu in-
formaeniho portélu www.olecich.cz. Zde névitévnici naleznou
predevim garantované informace z lékové oblasti. Informa&ni
portél ma také svoji plnohodnotnou verzi pro mobilni telefony
a je tak pohodiné piistupny kdekoliv. V neposledni fadé jsou
veskeré informace pfistupné i nevidomym spoluob&anim, ne-
bof informani portdl je uzptsoben také pro prohlizeni nevido-
mymi a slabozrakymi navstévniky, je tzv. blind friendly.

Novinkou, se kterou se mohli navstévnici informagniho portdlu
www.olecich.cz setkat b&hem roku 2011, je publikace infollS-
TY. Kazdy mésic je touto formou piedstaveno vybrané téma
z oblasti lékd. Téemata pro jednotliva vydani reaguiji taktéz na
z&jem navitevnikd portalu a jsou diskutovana se spolupracujict-
mi pacientskymi organizacemi.

Zprava o &innosti za rok 2011 shmuje finanéni a materidlnf
zdroje Ustavu. Prostredky piidélené Ustavu v roce 2011 ¢inily
26 000 000, K¢, odvody finanenich prositedkd do statntho
rozpoctu pak cinily 42 705 000, Ke.

MUDr. Pavel Biezovsky, MBA
Reditel Ustavu
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1. DIRECTOR’S INTRODUCTION

The year 2011 was a year in which the State Instfitute for Drug
Control continued to carry out its expert activities, made new
efforts to keep professionals and the public informed, and,
above all, completed the in-depth review of the amounts and
terms of reimbursements of all medicinal products paid from
public health insurance.

Within its expert activities, the Institute paid utmost attention to
the price and reimbursement regulation agenda. By the end of
2011, the Institute completed an in-depth review of the amount
and terms of reimbursement for all the medicinal products paid
from public health insurance. The in-depth review addressed
9729 SUKL codes; 928 administrative proceedings were
initiated, and 3,560 appeals processed in 664 decisions. The
Czech Republic was the first EU Member State to complete
a medicinal product reimbursements review of this scale. The
review has not only reduced the costs of health insurers and
pafienfs but also set up a standard of care reimbursed from
health insurance.

In addition to its standard registration agenda, the registrations
section has focused on finalising the list of essential anti-
infectives within the advisory body for anti-infectives. The main
goal of this activity is to promote cautious use of antiinfectives in
general and antibiotics in particular, and to promote prevention
and confrol of development of multitesistance organisms and
costefficiency in the healthcare system by providing access to
vital antiinfectives on the Czech market.

The surveillance section paid more attention to compliance
with statutory reporting duties by pharmacies and distributors
in 2011. The deadline for and the scope and method of
reporting medicinal product supplies was changed in April
2011, mainly to provide a better overview of the movement of
medicines whenever it is necessary to withdraw medicines in
case of any quality problems or serious adverse effects, and to
ensure collection of all the sfatutory statistical data. The scale of
reporting was expanded to cover supplies between distributors
and medicinal supplies abroad. This has improved records of
the movement of all medicines on the market, and thus ensured
better availability information. In addition, the surveillance
section began to use orders that do nof require the launch of
administrafive proceedings under the code of administrative
procedure to enforce sanctions.

In the course of 2011, the first healthcare facilities joined the
established and operational system of electronic prescription
of medicinal products - the ePrescription system. The doctor
issues an ePrescription to the patient through the Central
Depository of Electronic Prescriptions, on the basis of which the
medicinal product is released by the pharmacy. The system is
disseminated not only among directly administered hospitals

but primarily through the network of outpatient specialists and
pharmacies. To make the registration of healthcare facilities in
the system easier, the Insfitute has launched a green line where
trained specialists will guide doctors or pharmacists through the
enfire process of accessing the system.

In 2011, the Institute also launched two projects cofinanced
from the European Social Fund within the Human Resources
and Employment Operational Programme. For more details
about the programmes, please see Section 3.3 of the Report.

Targeting the wide public, the Insfitute presented a new
version of the www.olecich.cz information portal, providing its
visitors with guaranteed information on medicines and more.
The information portal also has a full-scale version for mobile
phones, making it comfortably accessible on the go. Last buf not
least, all the information is also accessible to blind citizens: the
portal is also built o allow blind visitors and visitors with visual
disabilities fo browse through its sections, i.e. itis “blind friendly”.

The visitors of the www.olecich.cz portal could enjoy a new
feature in 2011: the infolISTY bulletin, presenting a selected
medicine-related topic each month. The topics for the individual
issues respond fo the enquiries of the portal’s visitors, and are
discussed with the cooperating patient organisations.

The 2011 report also summarises the financial and material
resources of the institute. While the Institute received funds
amounting to CZK 26,000,000 in 2011, payments fo the state
budget reached CZK 42,705,000.

MUDr. Pavel Biezovsky, MBA
Director of the Institute
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2. ORGANIZACNI STRUKTURA USTAVU
ORGANISATIONAL STRUCTURE OF THE INSTITUTE
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V pribéhu roku 2011 doslo pouze k mensim zméndm v orga-
nizaéni struktufe Ustavu. Bylo vytvofeno nové oddéleni datové
podpory registraci (DPR), zafazené do sekce registraci, které
vzniklo preskupenim né&kterych pracovnikd ze sekce registract
a pracovnikd oddéleni datové podpory sekee IT. K 1. 1. 2012
byl rovnéz zrusen odbor registracni agendy a sekce registraci
ie naddle slozena ze Zesti piimo fizenych oddéleni. V ramci
Uspornych opatieni bylo slou¢eno oddéleni nakupu a dopravy
s oddélenim spravy a provozu budov, vzniklo nové oddéleni
nakupu, dopravy a spravy budov.

QOd 1. fiina byla také ustanovena funkce manazera ochrany
spoffebitele piimo podfizeného naméstkovi pro  odborné
1. 1. 2012 novou sekci
ochrany spotiebitele. Do nové sekce (viz organizaéni schémal

Cinnosti, ktery mél za vkol pripravit k

byla ze sekce dozoru vyclengna oddéleni, jejichz cinnost se
dotykd nejen kontroly regulovanych subjekit, ale i dohledu nad
bezpecnym pouzivanim lécivych pfipravkd a zdravomnickych
prostiedkd. Rovn&z byla do nové sekce prevedena oddéleni,
zabyvaijici se zavadami v jakosti lécivych pripravkd, dozorem
nad reklamou a vyhledavanim a postihovanim protipravniho
jednani a prosazovani prava pfi zjisténi nelegdlnich &innosti.
Hlavnim tkolem nové sekce je tedy koordinovat akiivity cilené
na ochranu prav spotiebiteld - pacientd.

Organizaéni schéma SUKL platné k 1. 1. 2012 je soucasti této
zpravy. Organizaéni schéma s uvedenim jmen vedoucich pra-
covnikd je umist&no na webové strance SUKL

In the course of 201
structure of the Insfitute were implemented. A new Marketing
Authorisation Data Support department has been created
and included in the Marketing Authorisation branch - some
staff members have been reallocated from the Marketing
Authorisafion branch and from the Data Support department
of the IT branch. Furthermore, as of January 01 2012, the
Marketing Authorisafion Agenda section was closed down
and the Marketing Authorisation Branch is now composed of
six directly managed departments. Within the scope of the
austerity measures, the Purchasing and Transport department
was merged with the Building Operation and Administration
department fo form a new department for Purchasing, Transport

1, only minor changes to the organisational

and Building Operation.

As of October 01, the position of Consumer Protection Manager
has also been established. The manager directly reports to the
Deputy Director for Regulatory Affairs who was to prepare the
new Consumer Protection branch as of January O1 2012. The
new branch (see the Organisational structure) has taken over
departments from the Surveillance branch whose operation
concerns not only inspections of regulated entfities, but also
the supervision over the safe use of medicinal products and
medical devices. Departments dealing with medicinal products
quality defects, surveillance over advertfising and those in
charge of detection and penalisation of illicit activities as well as
enforcement of law in cases where illegal activities have been
disclosed have also been fransferred fo the new branch. The
main task of the new branch is to coordinate activities aimed at
protecting the rights of consumers-patients.

The Organisational structure of SUKL effective as of January
01 2012 forms part of this Report. The Organisational structure
indicating the names of managerial staff is provided on the
website of the Insfitute.
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2. ORGANIZACNI STRUKTURA USTAVU
ORGANISATIONAL STRUCTURE OF THE INSTITUTE

Rizeni jakosti a bezpeénosti informaci

Quality and Information Security Management

Manazer prifezovych proces
Manager of Cross-section Projects

REDITEL
DIRECTOR

Ndméstek pro informatiku a ekonomiku

Deputy Director for IT and Economic Issues

Sekce servisnich &innosti Sekce informatiky

Service Activities Branch

IT Branch

L Oad, Getnictvi Odd. informaénich

Accounting

- technologif

Odd. rozpoétu a majetku

Budget and Assets

Information Technologies

Odd. datové podpory

Data Support
Odd. nékupu, dopravy
a sprévy budov

Odd. validace z&dosti

Purchasing, Transport and
Building Operation

Ndaméstek pro odborné &innosti

Odd. spisové spuzby

Documentary Service

Applications Validation

Deputy Director for Regullatory Affairs

Interni audit a kontrola

Internal Audit and Control

Tiskové a informaéni oddéleni

Press and Information
Department

Kanceldr feditele

Director’s Office

Manazer odbornych
a EU procesd

Regulatory and EU

Procedures Manager

Rizeni projekid

Project Management

Prévni oddélent

Llegal Department

Odd. mezindrodnich

- vztah

International Relations

Odd. persondlng
vzdslavact

Human Resources and
Education

Odd. Svp
GMP Department

Sekce dozoru

Surveillance Branch

Odd. klin. praxf

a dohledu nad
zpracovénim biolog. -
materidlu

Clinical Practice and
Surveillance over
Biolog. Material

Processing

OKL 31210-31280

Local Units

Odd. SDP
GDP Department

Odd. analytické
chemie

Analytical Chemistry

Odd. biolog. metod
Bilogical Methods

Sekce registraci

Marketing Authorisation

Branch

Odd. klinického
hodnocenf

Clinical Trials

Odd. posuzovani prekl.
a klinické dokumentace

Preclinical and Clinical
Documentation Assesment

Odd. posuzovant
farmac. dokumentace

Pharmaceutical Documen-
tation Assesment

Odd. datové podpory
registracf

Marketing Authorisation

Odd. administrativni
podpory

Odd. lékopisu
a standardizace léciv

— Pharmacopoeia and

Administrative Support

Odd. koordinace registract

Pharmaceuticals —
Standardisation

Coordination of
Markething Authorisation

Sekce cenové a Ghra-
dové regulace

Price and Reimburse-
ment Regulation Branch

Odd. stanoveni maxi-
mdlnich cen vyrobce

Max. Manufactured
Price Regulation

Odd. stanoveni vyse
a podminek Ghrady
Reimbursement
Amount and
Conditions
Regulation

Odd. statistiky
a analyz

Statistic and Analyses

Sekce ochrany
spotiebiteld

Health and Consumer
Protection Branch

Odd. zévad v jakosti

a enforcementu

B Quality Defects and

Enforcement

Odd. dozoru nad

reklamou

Advertising
Regulation

Odd. nezddoucich
pithod a Klin.
hodnoceni ZP

Adverse Incidents
and Clinical Evalu-
ation of Medical
Devices

Odd.

L farmakovigilance

Pharmacovigilance

www.sukl.cz | www.sukl.eu Q



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

3.1 Spoluprdce s Ministerstvem
zdravotnictvi a dal§imi statnimi
institucemi v CR

Ustav zpracovéval rozbory, stanoviska, hléseni a piipominky
k roznym materialom, zejména pro Ministerstivo zdravomicivi,
ostatni ministerstva a dalsi Ustredni sprévni organy.

V roce 2011 probthala intenzivni spoluprace s Ministerstivem
zdravotnicivi CR, zejména pfi realizaci kol v rémci spolupra-
ce s EU, a to v oblasti [é&iv a zdravomickych prosttedkd a dale
rovn&z pii pfipravé a nésledném legislativnim procesu schvalo-
vani novych pravnich predpist, kieré se vyznamng dotkly roz-
sahu cinnosti Ustavu.

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 parficular for the Ministry of
Health, other ministries and other central administration bodies.

In 2011, the Institute infensively cooperated with the Ministry of
Health of the Czech Republic, particularly in the implementation
of tasks within the scope of cooperation with the EU, namely in
the field of pharmaceuticals and medical devices as well as in
the preparation and subsequent legislative process of adoption
of new legal regulations with significant impact on the scope of
operation of the Institute.

ltinvolved primarily the directives amending Directive 2001 /83 /
EU in the sphere of pharmacovigilance, advanced therapy
medicinal products, and combating counterfeit medicinal
products. These efforts were also associated with the works on
the fransposition of these directives into the Czech legislation.
Within the scope of these activities, the Institute submitted a draft
amendment to the Act on Pharmaceuticals transposing Directive
2010/83/EU |the sphere of pharmacovigilance). Furthermore,
in the second half of the year, the Institute was preparing a draft
amendment to the Act on Pharmacetuticals; this amendment will
ensure the transposition of Directive 2011/62/EU amending
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3. ZAPOJENI V SITI NARODNICH, EU A JINYCH MEZINARODNICH INSTITUCI
INVOLVEMENT IN THE NATIONAL, EU, AND OTHER INTERNATIONAL INSTITUTIONS NETWORK

Jednalo se zejména o smé&rnice ménici smémici 2001,/83/EU
v oblasti farmakovigilance, lé&ivych pifpravkd pro moderni tera-
pie a v oblasti boje proti padélkim lécivych piipravkd. S t&mito
pracemi pak souvisi i prace na franspozici t&chto smémic do
geského pravniho fadu. Ustav v ramci téchto praci predloZil né-
vrh novely zdkona o lécivech transponujici smérnici 2010,/83/
EU (oblast farmakovigilance). Dale Ustav pfipravoval ve druhé
poloviné roku navrh novely zakona o lécivech, kterd zaijist trans-
pozici smérnice 2011 /62/EU, kterd méni smé&mici 2011/83/
EU, pokud jde o zabranéni vstupu padélanych lécivych
pfipravky do legdintho dodavatelského fetézce. V roce 2012
by pak mé&l byt Gsp&iné zavrsen proces transpozice vyddanim
novel zakona o légivech. Ustav se rovnéz podilel na piipravé
navrhu novely zdkona o regulaci reklamy. Tento navrh zohlednil
zejména spolecensky pozadavek na zpiisnéni pravni Upravy
reklamy, nebof za posledni obdobi roku 2010 a 2011 bylo do-
drzovani zakona o regulaci reklamy v oblasti lécivych piipravkd
regulovanymi subjekty podrobovano znagné kritice. Ukazalo
se rovnéz, ze regulace reklamy neni dostateénda zejména ve
vztahu k jinym vyrobkim, které jsou lécivym pifpravkim velmi
blizké, aviak nejsou lécivymi pifpravky. To vie by méla zohled-
nit navrhovand novela, ktera projde v roce 2012 legislativnim
procesem.

Vyznamnym zposobem ovlivnila innost Ustavu novela zékona
& 48/1997 Sb., o vetejném zdravotnim pojisténi, kierd pfinesla
nové instituty v prévni Opravé spravnich fizeni o cenach a thra-
dach lécivych pifpravks.

V uplynulém roce byla rovnéz zapocata jednani smétujict k pit-
pravé novely zdkona €. 123,/2000 Sb., o zdravomickych pro-
stiedcich.

V probéhu uplynulého roku se Ustav rovnéz zapoijil do iniciati-
vy sméfujici k odstranéni zbytecné zatéze regulujicich subjektd
a zvazeni plimé&fené miry regulace &innosli v souladu s, better
regulation”. V probéhu roku Ustav predkladal névrhy na ze-
fekfivnéni procesu stanovovéni cen a thrad lé&ivych pipravkd
a v této oblasti velmi tzce spolupracoval s Ministerstvem zdra-
votnictvi CR.

Pres akfivity spojené s t&mito vyznamnymi koly viak Ustav
nezapominal ani na spolupréci pii piipravé dalsich pravnich
predpisd, které upravovaly oblasti rovnéz se dotykajici innosti
Ustavu. V probshu roku pfipominkoval Ustav napiklad navrh
z¢kona o zdravomnich sluzbach, névrh zékona o specifickych
zdravotnich sluzbach, dale navrhy provadécich predpist k za-
konu o zdravotnich sluzbach, napf. navrh vyhlasky o preventiv-
nich prohlidkach, navih vyhléasky o dispenzarni péci, navrh vy-
hlazky o hodnocent kvality a bezpeei zdravomnich sluzeb. Ddle
pak pfipominkoval novelu transplantaéniho zakona i dalsi na-
vrhy provadécich piedpist z rezortu Ministersiva zdravomictvi

Directive 2001/83/EC, as regards the prevention of the entry
info the legal supply chain of falsified medicinal products. In
2012, the transposition process should achieve a successful
outcome with the publication of amendments to the Act on
Pharmaceuticals. The Institute also took part in the preparation
of the draft amendment to the Act on Advertising Regulation.
This draft reflected in particular the societal demand for tighter
legislation goveming advertising, as during the last period of
2010 and 2011 the compliance with the Act on Advertising
Regulation in the sphere of medicinal products on the part of
regulated entities has been extensively crificised. Advertising
regulation also proved insufficient in relation o other products
which are very close to medicinal products, but are not
medicinal products. All this should be taken info account in
the proposed amendment which is to be steered through the
legislative process in 2012.

The operation of the Insfitute was significantly influenced by
the amendment to Act No. 48/1997 Coll., on Public Health
Insurance, bringing new insfitutes in the legal regulation of
administrative procedures on prices and reimbursements of
medicinal products.

In the last year, moreover, negotiations towards the preparation
of an amendment to Act No 123,/2000 Coll., on Medical
Devices, were launched.

In the course of 2011, the Institute was also involved in an
initiative aimed atf reducing unnecessary burden on regulating
enfities and considering an adequate degree of regulation of the
activities, in compliance with “better regulation”. During the year,
the Institute submitted proposals for increasing the effectiveness
of the process of defermination of prices and reimbursements
of medicinal products and very closely cooperated with the
Ministry of Health of the Czech Republic in this sphere.

Nevertheless, despite the activities associated with these
major tasks, the Institute did not neglect its cooperation in the
preparation of other legal regulations governing other areas
of relevance to the operation of the Insfitute. For example, in
the course of the year, the Institute provided its comments on
the draft Act on Healthcare Services, the draft Act on Specific
Healthcare Services, the draft implementing regulations
for the Act on Healthcare Services, e.g. the draft decree on
preventive medical checkups, the draft decree on dispensary
care, the draft decree on the evaluation of quality and safety
of healthcare services. Furthermore, the Institute provided its
comments on the amendment to the Transplantation Act as well
as other draft implementing regulations from within the remit
of the Ministry of Health of the Czech Republic, for instance
the draft decree regulating the conditions for preventing and
controlling infections, the draft amendment to the decree on
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CR, a to napt. navrh vyhlasky upravujici podminky predchazeni
vzniku a $ffeni infekénich onemocnéni, navrh novely vyhlasky
o vécnych a fechnickych pozadavcich na vybaveni zdravor
nickych zafizeni. Ustav se rovnéz zocastil, spolu se zastupci
Ministerstva zdravotnictvi CR, vypotadant pripominek k navrhu
zakona o povinnostech Grednikd.

Zakonné pozadavky pro jednotlivé oblasti odbornych cinnosti
Ustav ddle vysvétloval ve vydévanych pokynech. V téchto po-
kynech rovnéz Ustav seznamoval vefejnost s pokyny vydavany-
mi Evropskou komisi a Evropskou lékovou agenturou.

V uplynulém roce pokracovala zejména spolupréce s Mini-
sterstvem zahrani¢i CR a Ministerstvem zdravotnictvi CR pfi
piipravé stanovisek Ceské republiky k predb&znym otazkam
vznesenym Evropskym soudnim dvorem a tykajicich se oblasti
kompetenci Ustavu.

Ustav i v uplynulém roce pokragoval ve spolupréci s Ustavemn
pro kontrolu veferinamich biopreparati a léciv v Brné a se Stat
nim Gfadem pro jadernou bezpecnost. V oblasti dozoru nad
them byly partnery Ustavu Ceskd potravindiskd a zemédélskd
inspekce, Ceskd obchodni inspekce a Celni spréva.

S Ufadem pro technickou normalizaci, metrologii a statni zku-
Sebnicivi probihala spoluprace pfi pripravé norem v oblasti
zdravotnickych prosttedka.

3.2 Spoluprdce
s institucemi EU a dalSimi
zahraniénimi partnery

Ustav je aktivné zastoupen ve vice nez 70 pracovnich skupi-
nach a vyborech. Jde o pracovni uskupeni Rady EU, Evropské
komise a jeji agentury - Evropské lékové agentury (EMA), ale
také o skupiny Svétové zdravoinické organizace, Rady Evropy
a jejtho Evropského ustredi pro kvalitu léciv a zdravoini péce
(EDQM - European Directorate for the Quality of Medicines
and Healthcare), Organizace pro ekonomickou spoluprdci
a rozvoj (OECD). V neposledni fadé jde i o skupiny neformdalini-
ho charakteru sdruzujici odbomiky z roznych stétd s profesnimi
znalosti z oblasti léciv, zdravotnickych prostiedkd nebo tkani
a bunék.

Mezi stélé priority mezindrodnich a EU aktivit Ustavu pa-
Iff zejména fadné zastoupeni ve v&deckych vyborech EMA.
Mezindrodni spolupréci Ustav aklivng podporuje i ve sfére,

material and technical requirements governing the equipment of
healthcare facilities. The Institute also participated, together with
representatives of the Minisiry of Health of the Czech Republic,
in the reaction to comments on the draft Civil Service Act.

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 the European Medicines Agency.

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

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 2011. SUKL's partners for
the sphere of market surveillance were the Czech Agriculture
and Food Inspection Authority, Czech Trade Inspection and the
Czech Customs Administration.

Cooperation in the preparation of standards govering the
area of medical devices with the Czech Office for Standards,
Metrology, and Testing was going on.

3.2 Cooperation with EU
institutions and other foreign
partners

The Insfitute 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 Quadlity 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 fissues and cells.

The consfant priorities of international and EU activities of
the Institute include, in particular, its regular representation in
the EMA scientific committees. The Institute actively supports
cooperation also in the sphere which is not fully harmonised
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kterd neni pln& harmonizovand a spolupréce je zaloZzend na
dobrovolnosti a neformalnim charakteru dohod (napf. formou
tzv. worksharingu). Takovou sféru tvofi predevsim sif fediteld
lékovych agentur ([HMA), kierd se zaméfuje napf. na oblast
postupd vzdjemného uzndvani a decentralizovanych postupd
nebo na oblast klinickych hodnoceni. V poslednich lefech se
na poli EU zintenziviiuje také spoluprace mezi institucemi kom-
petentnimi pro hodnoceni zdravotnickych technologi a politiky
cen a Ohrad léciv, u niz jsou zastupci Ustavu zaglenéni do vice
evropskych platforem a projektd.

V roce 2011 byli po trech letech jednani zaméstnanci Ustavu
GEasti na Gspé&$ném zavrieni eviopského legislativniho Fizenf
u névrhd nafizeni a smérnice tykajicich se pronikénf nelegdlnich
pfipravkd a padglko 1é&iv na eviopsky trh v oblasti legdlntho
distribu¢niho fetézce.

3.3 Projekty: Zvyseni
efektivnosti sprévni agendy
Statniho Ustavu

pro kontrolu lé&iv

a Systém méfeni efektivity
procesu

V druhém ¢tvrtleti roku 2011 Ustav zahdiil dva projekty spolu-
financované z prostredk Evropskych socidlnich fondd v rémci
Operaéntho programu lidské zdroje a zaméstanost (OPLZZ).
Operaéni program lidské zdroje a zaméstnanost je zaméreny
na snizovani nezamésmanosti prosttednictvim akfivai politiky
trhu prace, profesntho vzdélavani, déle na zaglefiovanf socidl-
n& vylougenych obyvatel zpét do spole&nosti, zvysovani kvality
vefejné sprévy a mezindrodnf spolupréci v uvedenych oblas-
tech. Oba projekty jsou zam&fené na zvyseni efektivnosti &in-
nosti Ustavu a rozsiteni kvalifikace zaméstnanc. Jejich klicovym
cilem je zefektivnit spravni agendu, kierou je Ustav povinen plnit
ze z&kona, a zdarover plispét k zefekfivnéni pracovnich procesi
a dosahovéni cfld.

Prvni projekt nazvany Zvysent efektivnosti sprévni agendy Stét-
ntho Ustavu pro konfrolu &&iv, kiery byl spustén k 1. 4. 2011,
sméfuje k naplnéni dvou zakladnich cild: vypracovat a realizo-
vat jednomou koncepci elekironizace spravni agendy a zavést
efektivni projektové fizeni v Ustavu. Implementace vysledkd pro-
jekiu povede ke zvysent efektivnosti vykonu Ustavu, k zaijisténi
v&f3f transparenmosti jednotlivych sprévnich tkon a k omezeni

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 frials. In the recent years, cooperation among insfitutions
authorised to evaluate healthcare technologies and the policy
of price and reimbursement of pharmaceuticals, where the
representatives of the Institute are involved in several European
platforms and projects, has been intensified in the EU.

In 2011, after three years of negotiations, the employees of
the Insfitute participated in the successful complefion of the
European legislative procedure of proposed regulation and
directive conceming the entry of illegal products and falsified
pharmaceuticals into the legal distribution chain of the European
market.

3.3 Projects: Increasing

the Effectiveness of the
Administrative Agenda of the
State Institute for Drug Control
and System for Measuring
Process Effectiveness

In the second quarter of 2011, the Insfitute launched two
projects cofinanced by the European Social Funds within
the framework of the Human Resources and Employment
Operational Programme (HREOP). The Human Resources and
Employment Operational Programme is focused on minimizing
unemployment by means of active policy on the labour market,
professional education, reintegration of socially excluded
citizens into society, improvement of public administration
quality and international cooperation in the said areas. Both
projects focus on increasing the effectiveness of the Institute's
operation and extending staff qualifications. Their essential aim
is to enhance the effectiveness of the administrative agenda
which the Institute is obliged to fulfil under the law, and, at the
same fime, to contribute to increasing the effectiveness of work
processes and achieving objectives.

The first project, enfifled “Increasing the Effectiveness of the
Administrative Agenda of the State Institute for Drug Control”,
launched on April 01 2011, aims at fulfilling two basic
objectives: elaborate and implement a unified conception
of the computerisation of the administrative agenda and
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byrokratické zatgze regulovanych subjekid. Pozitivni dopad se
projevi faké na rozvoji znalosti zaméstancy, predeviim v ob-
lasti architektury informagnich systémd a projektového fizent.
Inovativni vliv projekiu prispéje ke snizeni administrativniho
zatizeni a k efektivnimu rozvoji informa&nich a komunikacnich
technologii Ustavu. V rémci projektu byla navazana spolupré-
ce se dvéma dodavateli vyse zminénych sluzeb. Projekt ma za
sebou analytickou fazi, jejimz vystupem je n&kolik dokument,
které shrnuji akiudlni stav projektového fizeni a stavu agend, ICT
architektury a integraéni strukiury a zaroven navrhujf strategic-
ky postup pfi zavadéni inovativnich zmén do prostredi Ustavu.
Implementace navrzenych postupd a metod bude predmétem
plnénf projektu v probéhu roku 2012.

Dalsim projektem spolufinancovanym Evropskymi strukturdlnimi
fondy je ,Systém mé&fen efekfivity procesd”, ktery byl zahdjen
1. 5. 2011. Jeho hlavnim cilem je vylvofeni a krokové imple-
mentace systému méfeni efektivity procesi Ustavu. Projekt bude
smé&fovat k postupnému presn&jsimu stanovovani cild, efekfivngj-
simu fizeni Ustavu a skrze probézné Gpravy, jak v roving vniff-
nich predpist, tak v roving persondlnévzdélavaci, dosahovat
efektivnéjsiho napliovéni poslani Ustavu.

Pod vedenim zadavatele byla provedena analyza redlného
stavu v SUKL V roce 2012 bude systém zaveden v pilotnim
provozu a po opfimalizaci bude plosné implementovan.

cinierungen

Calcinierurig
des Spiessglases

to infroduce effective project management in the Institute.
The implementation of the project's results will increase the
effectiveness of the Insfitute’s performance, ensure greater
fransparency of individual administrative fasks and cut the red
tape for regulated entities. A positive impact will also reflect
itself in the development of the employees’ knowledge,
primarily in the area of information systems architecture and
project management. The innovative influence of the project will
confribute to reducing the administrative load and o the effective
development of information and communication technologies
of the Institute. Within the scope of the project, cooperation
was established with two providers of the abovementioned
services. The project is through its analytical phase, the outcome
of this phase being several documents summarising the current
status of project management and the status of the agendas,
ICT architecture and integration structure and af the same fime
proposing a strategic procedure for the implementation of
the innovative changes to the environment of the Institute. The
implementation of the proposed procedures and methods will
be the subject of project implementation in the course of 2012.

The other project codinanced by the European Structural Funds
is the “System for Measuring Process Effectiveness” launched
on May O1 2011. lts main aim is the creation and step-by step
implementation of the system for measuring the effectiveness
of the Institute’s processes. This project will aim at a gradudl,
more accurate objective setting, more effective management of
the Institute and, through continuous adjustments, both af the
level of infernal regulations and at the personal-educational
level, achieve a more effective carrying out of the mission of
the Insfitute.

Under the guidance of the authority, the real state-of-the-art in
SUKL was analysed. In 2012, the system will be piloted and
then, after optimisation, universally implemented.

Calcinierung von
Blei und Quechsilber

14 www.sukl.cz | www.sukl.eu



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

4.1 Agenda celkem
a validace zdadosti

Oblast spisové sluzby

V roce 2011 bylo elekironickou spisovou sluzbou Ustavu evi-
dovano 59 355 dorugenych pisemnosti a 46 840 odeslanych
pisemnosti, viz Tab. 1. Prioritou dorugovani dfednich pisemnosti
je dorucovani prostfednictvim datovych schrének. Do datové
schranky Ustavu bylo v roce 2011 pfijato 3990 (v predchdze-
jicim roce 2018] a odeslano 28 309 datovych zprav (v pred-
chazejicim roce 23 931) a na elekironickou dfedni desku bylo
vyvéseno 5189 pisemnosti, viz Tab. 2. Na zdkladé tohoto srov-
nani Ize konstatovat, ze Ustav postupné prechdzi na elekironi-
zaci svych jednotlivych agend.

4.1 Office work

in total and validation
of applications

Documentary service

In 2011, the electronic record system of the Insfitute registered
59,355 delivered documents and 46,840 sent documents
(Toble 1 refers). The priority of official document delivery is
delivery to data mailboxes. The data mailbox of the Institute
received 3,990 data messages in 2011 (2,018 in the previous
year) and sent 28,309 data messages (23,931 in the previous
year); 5,189 documents were posted on the electronic notice
board (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.
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Tabulka 1. Evidence pisemnosti prochdzejicich Ustavem v letech 2009-2011
Table 1. Registration of documents going through the Institute in 2009-2011

Podateina / Ml room R T TR

Pr||ote pisemnosti / Received documents

63 377 59 355

T m—rm_rm—

Odeslané pisemnosti / Sent documents

1285 47 726 46 840
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Tabulka 2. Prehled zpisobu komunikace v roce 2011
Table 2. Overview of communication channels in 2011

Pisemnosti / Podatelna, Datové E-maily / Elektronicka
Documents vypravna / zpravy / E-mail uredni deska | Total
Mailroom, Data messages / Electronic
dispatch room messages notice board
Pijei flzmnesi / 46927 3990 8 438 59 355
Received documents
Orckeslong eliserimonl / 12 323 28 309 1019 5189 46 840

Sent documents

Validace zadosti

Oddeéleni validace z&dosti zajisfuje vstupni kontrolu z&dosti
registraéni a cenové Uhradové agendy. V minulém roce byly
do kompetence odd&leni prevedeny dalsi validagni procesy
dosud zajisfované registracni sekci, a sice k 1. 3. 2011 zadosti
o MRP zmény a MRP prodlouzeni, ve kterych se Ceskd re-
publika v&astni jako &lensky stat (CMS), k 1. 10. 2011 zadosti
o zmény v registraci narodni procedurou typu 1B, Pl/obal a |l
a k 1.11.2011 z&dosti o pfevod, zrugent registrace a povolent
nebo zmé&nu povoleni soub&zného dovozu. Kromé posouzent
formalni Uplnosti zadostt s cllem pozitivni validace jsou na od-
déleni vkladany zakladni udaje ze zadosti do systémo, kieré
umozfiuji ndsledné integrované zpracovani odbornymi Utvary.

V roce 2011 poklesl pocet podéni zadosti agendy cenové
Shradové regulace (CaU) oproti minulému roku o 20 %. Kle-
sajici trend byl zaznamendn od 2. &vrtleti zfejmé i v dosled-
ku plamosti pfechodnych ustanoveni zakona &. 76,/2011 Sb.,
o prechodném snizeni cen a thrad lé&iv (tzv. Snajdrov balicek),
s néristem poddni v mésici dubnu, které bylo ovlivnéno z&dost
mi o udéleni vyjimky ze snizeni maximadlni ceny,/ohlésené ceny
povodce lé&ivého pifpravku a déle pak v listopadu pred Gin-
nostf novely zdkona & 48/1997 Sb., o vefejném zdravotnim
pojistent.

V agendé zadostl o nové registrace lécivych pifpravkd byl zo-
znamendn vyrazny pokles (29 %) v pociu pfijatych z&dosti jak
o ndrodnf registraci (NAR), tak o registraci procedurou vzdjem-
ného uzndvani [MRP) i decentralizovanou procedurou (DCP),
ve kterych se Ceskd republika eastila jako CMS, kde vystu-
povala v roli referenéniho statu (RMS).

V agendg z&dosti o prodlouzent platnosti nérodnich registract lé-
&ivych piipravkd doslo k nérdstu poctu podanych zadosti o 13 %.

Validation of applications

The depariment of Validation of Applications conducts the
enfry checkin in respect of applications within the price and
reimbursement agenda. In the last year, other validation processes,
previously within the remit of the Marketing Authorisation branch,
were fransferred info the competence of the department: as
of March 01 2011, applications for MRP variations and MRP
renewals with the Czech Republic as the Concerned Member
State (CMS); as of October O1 2011, applications for type IB,
Pl/labelling and type Il variations to marketing authorisations via
national procedure; and as of November O1 2011, applications
for transfer, revocation of MA and for parallel import authorisation
or variation to parallel import authorisation. In addition to the
assessment 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 unifs.

Compared to the previous year, in 2011 a 20% drop in the
submissions of Cal applications was seen. The declining frend
was observed from the 2 quarter and was probably also due
fo the effect of transitory provisions of Act No 76,2011 Call,, on
Temporary Reduction of Prices and Reimbursements of Medicinal
Products (socalled Snajdr’s package), with an increase in the number
of submissions in April which was influenced by applications for
exemptions from reduced maximum prices/notified producer prices
of medicinal products and then in November before the effect of the
amendment fo Act No 48 /1997 Coll,, on Public Health Insurance.

In the sphere of applications for new markefing authorisations
of medicinal products, a significant drop (by 29%) was seen 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 CMS and as
the Reference Member state (RMS).

16 www.sukl.cz | www.sukl.eu



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

Obr. 1. Piehled zpracovéni zadosti agendy cenové Ghradové regulace v roce 2011
Fig. 1. Overview of CaU application processing in 2011
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Stejn& vzristajici trend md pocet podanych zadosti o povole-
ni/ohlasent klinického hodnocenf lé&ivych pifpravkd, kde doslo
oprofi minulému roku k navyseni o 10 %.

Agenda validace Zadosti o stanoveni/zménu/
zruseni maximalnich cen a vyse a podminek
vhrady

Celkem bylo podéno 657 z&dosti, pricemz 39 sprévnich fize-
ni bylo usnesenim zastaveno ve valida&ni fazi, 86 spravnich
fizeni bylo numo prerusit z dovodu vad podéni a nedostatkd
v zadosti.
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In the sphere of applications for renewals of national marketing
authorisations of medicinal products, a 13% increase in the
number of submitted applications was reported.

An increasing frend is also seen in the number of submitted
applications for authorisation/nofification of clinical frials on
pharmaceuticals, with a 10% increase in comparison with last year.

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

A total of 657 applications were submitted; 39 administrative
procedures were stopped by decision of the Institute in the
validation stage; and 86 administrative procedures had fo be
suspended due to flaws in the submission and deficiencies in
the application.

Obr. 2. Porovnéni poétu zpracovanych zadosti
CaU v roce 2010 a 2011

Fig. 2. Comparison of the number of processed
CaU applications in 2010 and 2011

Validation of applications for new marketing
avthorisations of medicinal products

In total, 755 applications were submitied; 11 adminisfrative
procedures were stopped at the validation stage by decision, 716
administrative procedures were suspended due fo deficiencies in
submission or failure fo submit the requested particulars.
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Obr. 3. Porovnani poétu zpracovanych zadosti

o nové registrace lé&ivych pfipravkd nérodni proce-
durou v roce 2010 a 2011

Fig. 3. Comparison of the number of processed
applications for new marketing authorisations for
medicinal products via national procedure in 2010
and in 2011
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Obr. 5. Porovndni poétu zpracovanych zadosti
o nové registrace lé&ivych pFipravki DCP proce-
durami s CR jako RMS v roce 2010 a 2011

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 2010 and in 2011
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Agenda validace Zadosti o prodlouzeni
platnosti narodnich registraci lééivych
pFipravko

Celkem bylo podéno 550 z&dosti, pficemz 432 spravnich -
zenf bylo preruseno z dovodu vad poddni nebo nepredlozent
pfedepsanych ndlezitosti.

Obr. 4. Porovnaéni poétu zpracovanych zadosti

o nové registrace lécivych pfipravkd MRP/DCP
procedurami s CR jako CMS v roce 2010 a 2011
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 2010 and in 2011
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Obr. 6. Porovnéni poétu zpracovanych zadosti

o nové registrace lé&ivych pfipravkd MRP proce-
durami s CR jako RMS v roce 2010 a 2011

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 2010 and in 2011
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Validation of applications for renewals

of national marketing auvthorisations for
medicinal products

In tofal, 550 applications were submitted; 432 administrative
procedures were suspended due fo deficiencies in submission
or failure to submit the requested particulars.
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Obr. 7. Porovnani poétu zpracovanych zadosti

o prodlouzeni platnosti ndrodni registrace lé&ivych
pfipravkd v roce 2010 a 2011

Fig. 7. Comparison of the number of processed
applications for renewals of national marketing
authorisations for medicinal products in 2010 and
in 2011
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Obr. 9. Prehled zpracovanych Zadosti
registraénich agend prevzatych k 1. 10.2011

Fig. 9. Overview of processed marketing authorisa-
tion applications taken over as of October 01 2011
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Obr. 11. Porovndni poétu zpracovanych zédosti
o povoleni/ohléseni klinického hodnoceni v roce
2010 a 2011

Fig. 11. Comparison of the number of processed
applications for authorisations/notifications of
clinical trials in 2010 and in 2011

Obr. 8. Piehled zpracovanych zadosti
registracnich agend prevzatych k 1. 3. 2011
Fig. 8. Overview of processed marketing

authorisation applications taken over as of March
01 2011
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Obr. 10. Piehled zpracovanych zadosti
registracnich agend prevzatych k 1. 11.2011

Fig. 10. Overview of processed marketing authori-
sations received as of November 01 2011
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Agenda validace Zadosti o povoleni/ohlaseni
klinického hodnoceni

Celkem bylo podéno 366 zadosti, piicemz 3 spravni fizeni
byla zastavena a QO spravnich fizeni bylo preruseno z dovodu
vad podani nebo nepredlozeni predepsanych naleZitosti.

Sekce
registraci

Kazdy hromadné vyrabény lécivy pripravek podléha pred uve-
denim na trh v Ceské republice registraci. V rémci registragniho
procesu sekce registraci posuzuje dokumentaci, ve které budou-
ci drzitel registragniho rozhodnuti prokazuje bezpe&nost, Gcin-
nost a kvalitu pfipravku. Posuzuji se také indikace, kontraindika-
ce, dévkovani pfipravku, klasifikace pro vydej, ale i pfibalové
informace pro pacienta a navrh textd na obal lé&ivého piiprav-
ku. Soucdasti rozhodnuti o registraci je souhm ddajd o pifpravky,
ktery slouzi lékaftm a zdravotnickym odbornikom jako kli¢ovy
zdroj informaci o lécivém piipravku.

Ustav vydava stanoviska/rozhodnuti v piipadech pochybnosti,
zda jde o lécivy pifpravek podléhaiici registraci nebo o lécivou
latku nebo o jiny vyrobek, pfipadné homeopaticky pfipravek,
a to na zéadost nebo z viastntho podnétu. Rozhodnuti Ustavu
ie klicové pro regulaéni rezim hodnoceného vyrobku a pro né-
sledny postup zadatele pred uvedenim vyrobku na trh v Ceské
republice.

Ustav rovnéz vydavé stanoviska k Zadostem o specifické 1é-
&ebné programy pro Ministerstvo zdravotnictvi CR. Specifické
lécebné programy umoziiuji pouZiti, distribuci a vydej neregist-
rovanych humannich lécivych pifpravkd za splnénf urcitych pod-
minek.

Oddgleni klinického hodnoceni provadi posuzovani zadostt
o povoleni/ohlaseni klinického hodnoceni, dohled nad probs-
hem klinickych hodnoceni, vydava stanoviska pro posouzeni
projektd, nejednéi se o Klinické hodnoceni regulované Ustavem,
a vede evidenci pouZitf neregistrovanych lécivych pripravkd.

Validation of applications for avthorisation/
notifications of clinical trials

In total, 366 applications were submitted; 3 administrative
procedures were stopped and 90 administrative procedures
were suspended due to deficiencies in submission or failure to
submit the requested particulars.

Marketing
Authorisation Branch

Each propriefary 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,

posology,
dispensing, as well as package leaflets for patients and

contraindications,  product classification  for
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 Institute 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 Insfitute issues opinions on applications for
specific therapeutic programmes for the Minisiry 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/nofifications of clinical trials, performs surveillance
over the conduct of clinical trials, issues opinions for project
assessment when trials are not regulated by the Institute, and
maintains records on use of non-authorised medicinal products.

20
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4.2 Registrace |ééivych
pFipravkd

Organizaéni zmény

V ramci sekce registract doslo k organizaéni zméné, kdy v ram-
ci zlepsovanf jakosti procesi bylo oddélent registraéni agendy
(ORA) rozdéleno na oddéleni administrativni podpory a oddé-
lenf koordinace registraci, jehoz hlavni naplnf prace je prehled
o registracnim fizenf joko celku. Dal3i organiza¢ni zménou byl
pfesun Eésti datové podpory a spravy daf do kompetence sek-
ce registraci a vznik oddéleni datové podpory registraci.

Nové ¢innosti v roce 2011

Novou ¢innosti v roce 2011 je koncepéni cinnost v oblasti
konsolidace zpsobu vydeje lécivych pifpravks. Na zaklade
polieby siednoceni zpUsobl vydeje byla zahdjena &innost smé-
fujici k eliminaci situace, kdy je na frhu stejny lécivy pifpravek
s riznou klasifikaci vydeje. Tato akfivita sméfuje ke zpiehledné-
ni frhu a jednodussi orientaci pro odborniky i pacienty a odstra-
néni nejednotnosti tam, kde k tomu nenf odborny divod.

Komunikace s veFejnosti a regulovanymi
subjekty

V roce 2011 se pokracovalo v tradici pravidelnych setkavani
s zadateli a odbomou vetejnosti. V ramci t&chto setkani organi-
zovanych Ustavem jsou diskutovana koncepéni i aktudini témata
a hledana feseni v oblastech zajmu zdcasiénych subjektd. Za-
pisy z t&chto setkani jsou dostupné na www.sukl.cz. Rovnéz pro-
bihaji pravidelné semindre, jez umoziuji zainteresovanym subjek-
tom ziskat nejnovéjsi informace a diskutovat aktudlni émata.

Mezinarodni spoluprace

V rémci spoluprdce s Evropskou lékovou agenturou (EMA) se
pracovnici Ustavu zapojili jako zpravodai i spoluzpravodaj do
hodnoceni 2 centralizovanych registraci, do ,peer review" pro
4 registrace, do 4 hodnoceni PSUR v pripravkd, kde CR byla
zpravodajem, a do aktivniho pripominkovani fady dalsich cen-
tralizovanych procedur.

Zastupci Ustavu se rovnéz pravidelng aktivné zapojuji do
prace klicovych vybord EMA - Vyboru pro humanni léciva
(CHMP), Vyboru pro légiva pro vzacnd onemocnéni (COMP),
Vyboru pro pediatrické piipravky (PDCO) a Vyboru pro moder-
ni terapie CAT). Zastupci Ustavu déle reprezentuji CR v dalsich
vyborech pfi EMA, Evropské komisi a dalsich organech EU.
Stejné podstatnd je aktivni spolupréce v oblasti sité fediteld ev-
ropskych lékovych agentur - HMA a jejich vyboro.

Mezindrodni spoluprace byla v roce 2011 podpofena part-
nerskou spolupraci s lékovou agenturou Nizozemska [MEB)

4.2 Marketing authorisation
of medicinal products

Organisational changes

An organisational change has been implemented in the
Marketing Authorisation Branch: within the context of improving
the quality of processes, the Marketing Authorisation Department
has been divided into the Administrative Support Department
and the Coordination of Markefing Authorisation Department
whose main scope of work is to maintain an overview of the
marketing authorisation proceedings as a whole. Another
organisational change has involved fransferring a porfion of
data support and data administration info the competence of
the Marketing Authorisation Branch and the creation of the
Marketing Authorisation Data Support Department.

New activities in 2011

A new activity in 2011 is a conceptual effort in the area of
consolidation of the method of dispensing the medicinal
products. Based on the need to unify the methods of dispensing,
efforts have been initiated with the aim of eliminating situations
where there is the same medicinal product with different
classification for dispensing on the market. The aim of this
activity is to make the market more fransparent, ensure easier
orientafion for professionals as well as patients and remove
inconsistency where it is not expertly substantiated.

Communication with the public and regulated
entities

In 2011, the tradition of regular meetings with applicants and
the professional sector continued. Within the scope of these
meetings organised by the Institute, conceptual as well as up-o-
date issues are discussed and solufions in the areas of interest
of the stakeholders are sought. The minutes of these meetfings
are available at www.sukl.cz. Moreover, regular seminars take
place allowing the stakeholders to obtain the latest information
and discuss current topics.

International cooperation

Within the scope of cooperation with the European Medicines
Agency (EMA), the Institute’s staff was involved as rapporteurs
and co-rapporteurs in the assessment of 2 centralised marketing
authorisations, in a peer review for 4 marketing authorisations,
in 4 assessments of PSUR in medicinal products where the
Czech Republic was the rapporteur, and in active provision of
comments to a number of other centralised procedures.

Representatives of the Institute also regularly and actively
engage in the work of the key EMA committees - the Committee
for Medicinal Products for Human Use (CHMP), Committee for
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v ramci vymény zkusenosti. Rovnéz byly zkusenosti Ustavu, pre-
devsim z obdobi vstupu do EU a procest po vstupu, poskytnuty
v rdmci pracovni navitévy zdstupct chorvatské lékové agentury

na SUKL

Agenda Zadosti o novou registraci

V roce 2011 bylo pfedano po sp&sné validaci sekei registra-
ci celkem 779 zadosti. Prevéznou aést predstavovaly zédosti
o registraci procedurou vzdjemného uzndvani (MRP) a decen-
tralizovanou procedurou [DCP), coz potvrzuje frend z minulych
let, kdy postupné klesa pocet zadosti o registraci narodni pro-
cedurou.

V oblasti DCP procedur je klicovy pocet zé&dosti, ve kterych
figuruje CR jako referencnf stat. Vzhledem k velké poptévce,
kterd prevysovala kapacitu Ustavu, a v souvislosti s potfebou
zaijisfit alokaci zdrojo v této oblasti flexibilng, aby se lépe spl-
fiovaly pozadavky zadatelt, byl v roce 2011 pfehodnocen sys-
tem, jez zajisfuje pridéleni tzv. ,slotd”, 1j. casového prostoru, kdy
ie mozno o fento typ registrace pozé&dat. Novy systém zajisfuje
lepsi vyuziti kapacity Ustavu a véti prostor pro Zadatele tak,
aby své zadosti mohli po dohodé s Ustavem predkladat v jim
vyhovujicich terminech.

Zmeény v registraci

V tomto roce doslo k nardstu celkového poctu prijatych z&dosti
o zménu regisfrace. Je fo zpUsobeno tim, ze po poklesu po-
&ty za&dosti o MRP zmény [od 1. 1. 2010 plati Nafizeni EK
& 1234/2008, které zménilo klasifikaci zmén pro MRP regist-
race) v roce 2010 se pocet MRP zmén vyrazné zvysil a Ustav

prijal celkem 4623 MRP zmén.

Soubéiny dovoz
Vroce 2011 bylo povoleno 32 soub&znych dovozi.

Zruseni registrace
Vroce 2011 bylo vyfizeno 460 Zadosli o zrugenf registrace.

Pozhbyti/nepozbyti platnosti rozhodnuti

o registraci

V roce 2011 se Ustav ddle zabyval problematikou ,sunset
clause” - 1j. aplikaci ustanovenf § 34 odst. 3 zdkona o lé&ivech,
které Tika, Ze rozhodnuti o registraci lécivého pipravku pozbude
platnosti, pokud nenf lécivy pripravek uveden na cesky trh v pro-
behu 3 let od nabyti pravni moci tohoto rozhodnuti anebo pokud
neni na Ceském trhu pittomen v mnozsivi alespori 10 000 den-
nich definovanych davek, pokud je tato stanovena dle WHO,
nebo 1 baleni, pokud DDD neni dle WHO stanovena.

V roce 2011 Ustav obdrzel 83 zadosti o vyjimku z pravidla
,sunset clause” a zahdijil 19 spravnich fizeni o udélent vyjimky
z moci Ufedni, celkem tedy 102 sprévnich fizenf tykajicich se

Orphan Medicinal Products (COMP), the Paediatric Committee
[PDCO) and the Committee for Advanced Therapies CAT).
Furthermore, the Institute’s representatives represent the Czech
Republic in other committees under EMA, the European
Commission as well as other EU institutions. Active cooperation
within the Heads of Medicines Agencies ([HMA) network and

its committees is equally significant.

In 2011, international cooperation was supported by partner
cooperation with the Dutch Medicines Evaluation Board (MEB)
within the scope of exchange of experience. The Institute’s own
experience, primarily from the period of accession to the EU
and post-accession processes were also provided in the context
of a working visit of representatives of Croatia’s medicines

agency at SUKL

Applications for new marketing avthorisation
In 2011, a fofal of 779 applications were handed over to the
Markefing  Authorisafion  branch after successful - validation.
The applications for marketing authorisation via the mutual
recognifion procedure (MRP] and decentralised procedure
[DCP) represented a major proportion, which confirms the trend
from the previous year - the number of applications for marketing
authorisations  via national procedure has been gradually
decreasing.

In the area of DCP procedures there is a key number of
applications where the Czech Republic is involved as the
reference member state. With regard to the great demand
exceeding the capacity of the Insfitute, and in relafion to
the need to ensure the allocation of resources in this area in
a flexible way, so as to meef the demands of the applicants in
a better way, the system ensuring the allocation of the so-called
slots, i.e. the time spaces in which it is possible to apply for this
type of marketing authorisation, was reassessed in 2011. The
new system ensures better utilisation of the Insfitute's capacity
as well as greater space for applicants so that they can, in
agreement with the Institute, submit their applications at times
convenient for them.

Variations to marketing avthorisation

In this year, the total number of received applications for
variations to marketing authorisations increased. This is due to
the fact that following the drop in the number of applications
for MRP variations (on January O1 2010, Commission
Regulation (EC) No 1234,/2008 came info force, changing
the classification of variations for MRP marketing authorisation)
in 2010, the number of MRP variations increased significantly
and the Institute received a total of 4,623 MRP variations.

Parallel import
In 2011, 32 parallel imporfs were authorised.
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Tabulka 1. Agenda zddosti v oblasti registraci

Table 1. Marketing authorisation applications

Pfedano reg. | Vyfizené | Nevyrizené
sekci 2011 / celkem / | k 31. 12. 2011 /

Forwarded to | Decided | Pending

the MA Branch | in total applications as

Zadost o registraci /

Applications for marketing authorisation
- z toho nérodni / - of which national

- z toho MRP/RMS / - of which MRP/RMS

- z toho DCP/RMS / - of which DCP/RMS

- z toho CMS (MRP i DCP) / - of which CMS (MRP and DCP)

Pfesmyk z narodni na MRP/DCP proceduru /

Switch from national to the MRP/DCP procedure

Ndrodni zmény registrace /

National variations to marketing authorisation
-z toho IA / - of which IA

-z toho IB / - of which IB

-z toho Il / - of which Il

-z toho Pl a obal / - of which Pl and labelling

MRP zmény registrace /
MRP variations to marketing authorisation

- z toho IA / - of which IA

-z toho IB / - of which IB

-z toho Il / - of which II

-z toho Pl a obal / of which Pl and labelling

- z toho hromadné zmény registrace / - of which bulk MRP
variations fo marketing authorisation

Prodlouzeni / Renewals

- z toho ndrodni / - of which national

- ztoho RMS / - of which RMS

- z toho CMS / - of which CMS

Zruseni registrace / MA revocations

Soubéiny dovoz / Parallel import

Zména soubézného dovozu / Variation to parallel

import

2011 of 31/12/2011
779 1015 1182
59 86 11
13 19 7
88 67 28
619 843 1036
2 1 4
5539 5276 1284
2 447 2380 o7
1286 1198 167
1 564 1 486 927
242 212 03
4623 4271 3797
56 208 149
207 291 157
60 694 28]
242 195 12
4058 2883 3008
729 677 1812
446 369 1257
15 32 16
268 276 539
439 460 1
48 32 40
7 6 1

Tabulka nezohlediuje pocty nedofesenych 2ddosti z minulého obdobi a nezahrnuje Z&dosti, které jsou ve validaéni fézi.
Vysvetlivky: RMS - referenéni &lensky stat, CMS - zo&astnény Elensky stét, MRP - registrace procedurou vzdjemného uzndvdni,
DCP - registrace procedurou vzdjemného uzndvdni / The table does not reflect the numbers of pending applications from the
previous period and does not include applications which are still in the validation stage. Explanatory notes: RMS - Reference,
Member State, CMS - Concerned Member State, MRP - marketing authorisation via mutual recognition procedure, DCP -

marketing authorisation via decentralised procedure
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udéleni vyjimky z pravidla ,sunset clause”.

Z tohoto pociu bylo 52 z&dosti vyiizeno kladng, 16 zapomé,
14 zamitnuto pro nepfipustnost a 10 spravnich fizeni ukongeno
pro nedoplné&ni.

Profi t&mto rozhodnutim obdrzel Ustav 15 odvoléni - z toho
1 fedeno autoremedurou, ve 12 piipadech potvrzeno rozhodnuti
Ustavu, 1 odvoléni bylo podéno pozdg, 1 zatim nedofeseno.

V probéhu roku bylo u 208 reg. &isel uplainéno pravidlo ,sunset
clause” podle ustanoveni § 34 odst. 3 zdkona o légivech a re-
gistrace lécivych pfipravkd byla ukoneena.

Tabulka 2. Zé&dosti o vyjimku z pravidla
»sunset clause”
Table 2. Applications for exemption from the
sunset clause

Pocet z&dosti o vyjimku z pravidla sunset clause /

Number of applications for exemption from the sunset 83
clouse

Zahéijeni SR z moci ufedni / Ex officio initiated admin-

istrafive procedures 19
Kladné rozhodnuti / Granted 52
Z&pomé rozhodnuti / Declined 16
Zamitnuto pro nepfipusinost / Rejected as undue 14
Ukon&eno pro nedoplnéni / Stopped for failure to 10

supplement

Revocation of marketing avthorisation
In 2011, 460 applications for revocation of marketing
authorisation were decided.

Expiry / non-expiry of marketing
avthorisations

In 2011, the Institute continued to work with the issue of the
so-called sunsef clause - i.e. with the applicafion of Section 34,
paragraph 3 of the Act on Pharmaceuticals which stipulates
that a markefing 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 2011, the Institute received 83 applications for exemption
19 ex officio
administrative procedures for the granting of an exception,

from the sunset clause and commenced

i.e. 102 administrative procedures regarding the granting of
exemptions from the sunset clause in total.

Of this number, 52 applications were granted, 16 declined,
14 rejected as undue and 10 administrative procedures were
stopped for failure fo supplement the application.

The Institute received 15 repeals from these decisions - 1 was
addressed by error coram nobis, in 12 cases the Insfitute’s
decision was confirmed, 1 repeal was submitted late, 1 is still
pending.

During the year, in 208 marketing authorisation numbers the
sunset clause was applied under Section 34, paragraph 3 of
the Act on Pharmaceuticals, and the marketing authorisation of
the medicinal products expired.

i

1'?.Va:f.ir.h fu 5";7/
* Verbrennung yan .~
Eigen nach Jngenhsus D

Apparat zur Synthese dnw.a.s.sars},

nariscnen WwesTianon. HE R e T
AN P

24 www.sukl.cz | www.sukl.eu



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

4.3 Posuzovéni hraniénich
pFipravkd, agenda pouzivéni
neregistrovanych pfipravky,
vyddvéni stanovisek ke
specifickym [éEebnym
programum

Agenda posuzovani hraniénich pifpravkd a vyddvéni rozhod-
nuf a stanovisek k zafazeni vyrobkd probihala za podobnych
podminek jako v roce 2010. Pocet zadosti o posouzeni v roce
2011 byl srovnatelny s predchozim rokem. Pro orgdany statnf
spravy Ustav vydal stanoviska celkem k 6 vyrobkim. Ustav se
ddle zabyval podnéty od fyzickych nebo pravnickych osob ke
12 vyrobkom, u nichz bylo zpochybnéno jejich uvédéni na trh
mimo regulaci zdkona o lécivech.

V roce 2011 Ustav vydal 4 rozhodnuti a 3 stanoviska k rozlisent
hrani¢nich pifpravkd podané pravnickymi a fyzickymi osoba-
mi mimo organd stani spravy. Ve 2 piipadech Ustav zatadil
vyrobek mezi 1é&ivé piipravky, v 5 piipadech nebyl vyrobek
zafazen do kategorie lé&ivych pifpravkd. Proti z&dnému roz-
hodnuti vydanému na Zzadost nebylo podéno odvoléni. V ob-
lasti hranieni problematiky byly dale uskutecnény konzultace ke
4 vyrobkim.

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 2010. The number of applications for
assessment in 2011 was comparable to the previous year.
For state administration bodies the Institute issued opinions on
6 products in total. Furthermore, the Insfitute dealt with reports
from natural or legal persons for 12 products, potentially
illegally marketed in respect of regulation set forth by the Act
on Pharmaceuticals.

In 2011, the Insfitute issued 4 decisions and 3 opinions on
distinguishing borderline products for legal and natural persons
in addition fo state administration bodies. In 2 cases the Insfitute
classified the products as medicinal products, in 5 cases the
products were not classified as medicinal products. No repeal
from the decisions issued upon request was filed. Furthermore,
consultations on 4 products were carried out in the sphere of
borderline products.

Tabulka 1. Zadosti o rozliZeni hrani&nich pfipravki 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

Nedofeeno za minulé obdobi / Pending from the previous period

Pfijato z&dosti v roce 2011 / Applications received in 2011
Po&et vydanych rozhodnuti / Number of issued decisions
Pocet vydanych stanovisek / Number of issued opinions

Z toho pocet zamitnuti / Of which number of rejections

Z toho zastaveni / stazeni / Of which suspended / withdrawn

Piechdzi do dalsitho roku / Brought forward fo the next year

N N O w AN W W
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Specifické lééebné programy

Bylo piedlozeno 40 zadosti o vydani stanoviska k navrhu spe-
cifického légebného programu. Celkovy pocet klesl o 40 % pro-
ti roku 2010. Stanovisko bylo vyddano k 41 zadostem, 4 presly
rozpracované do nového roku.

Neregistrované lécivé pripravky

V roce 2011 bylo prijato 2503 hldseni o pouZitl neregistrova-
nych LP, coz je o 8 % hlageni vice nez v roce 2010. Z divo-
du zvysen kvality hléseni a lepsi moznosti jejich vyhodnocent
je zavedeno elekironické hldseni pres webové stranky SUKL,
presto stale nékteff hlasitelé zasilaji hlageni v pisemné podobeé
posfou.

V roce 2011 jsme poskyili 14 konzultaci a vydali 5 pisemnych
stanovisek k problematice tykajici se cinnosti naseho oddélent.
Realizovali jsme celkem 2 semindfe pro nase regulované sub-
iekty (zadavatele, smluvni organizace, monitory, akademicky
vyzkum).

4.4 Klinické

hodnoceni lé¢&iv

V oblaosti klinického hodnocent léciv pokracuje zapojeni do Vo-
luntary Harmonisation Procedure (VHP), dobrovolny harmonizag-
ni proces spole¢ného posuzovéni dokumentace klinickych hod-
nocenf fizeny Clinical Trial Facilitation Group (CTFG) skupinou
EMA. V rémci VHP bylo v CR v tomto roce predlozeno a posou-
zeno 30 klinickych hodnoceni, coz je 3% vice nez v roce 2010.
Ucast ve VHP procedute Ustav zatim nikdy neodmf, i naddle
se budeme snazit ucasinit pres kapaciini problémy viech spolec-
nych posouzeni, kde bude zafazena CR.

Podatilo se udrzet zkraceni doby posuzovani bioekvivalene-
nich studif (BE] a vyddanf rozhodnutf pro BE studie pod 30 dno
gistého casu SUKL, ale promémy cas se proti roku 2010 (26,4
dne) v roce 2011 mimé prodlouzil (27,8 dne).

Celkovy pocet zadosti o povoleni/ohlasent klinického hod-
nocen( piedlozenych v roce 2011 mimné& vzrostl v porovnéni
s predchozim rokem 2010, a to o celkem 22 zadosti o povole-
ni/ohlaseni klinického hodnoceni, coz je vice nez 6 %. Vzhle-
dem ke snizeni pociu posuzovatell je nérist na 1 posuzovatele
Vvé13i, a o pro plny Gvazek z 65 zadosti v roce 2010 na 88 z¢-
dosti k vyfizenivroce 2011, u posuzovateld se zkracenym ovaz-
kem (0,75) vzrostl pocet z&dosti k vyfizenf ze 48 v roce 2010
na 66 v roce 2011. Vétsinu zadosti tvoif studie lll. faze: me-
zindrodni multicentrické randomizovand zaslepend placebem
nebo akfivni G&innou latkou kontrolovand klinické hodnocenti,

Specific therapeutic programmes

40 applications for opinion on proposed specific therapeutic
programmes were submitted. The total number dropped by 40 %
compared to 2010. Opinions were issued for 41 applications;
4 were pending and brought forward to the next year.

Non-avthorised medicinal products

In 2011, 2,503 nofifications of the use of non-authorised
medicinal products were received, which is 8 % of notifications
more than in 2010. In order to increase the quality of reporting
and fo improve the possibiliies 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 2011, we gave 14 consultations and issued written opinions
on issues covered by our department. Two workshops for our
regulated entities [sponsors, contract organisations, monitors,
academic researchers) in total were organised.

4.4 Clinical trials on
pharmaceuticals

In the sphere of clinical trials on pharmaceuticals, involvement
in the Voluntary Harmonisation Procedure (VHP), which is
a voluntary harmonisation process of joint assessment of
clinical trial documentation managed by the EMA Clinical Trial
Facilitation Group [CTFG), has continued. Within the scope
of VHP, 30 clinical trials were submitted and assessed in the
Czech Republic in this year, which is 3 times more than in
2010. The Institute has never refused to participate in the VHP
procedure so far; we will keep trying to participate, despite
capacity problems, in all joint assessments which include the
Czech Republic.

The Institute was able to maintain the trend of shortening
the assessment time for bioequivalence (BE| studies and for
decision issuance for BE studies under 30 days of actual time of
SUKL; the mean time, however, was slightly longer (27.8 days|
in 2011 compared to 2010 (26.4 days).

The total number of applications for authorisation/nofifications of
clinical trials submitted in 2011 slightly increased in comparison
with the previous year 2010 - in total by 22 applications for
authorisation/notifications of clinical trials, which is more than
6 %. With regard to the drop in the number of staff members
performing the assessments, the increase per 1 assessing staff
member is higher, for fullime employees from 65 applications
in 2010 to 88 applications to be handled in 2011, for parttime
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provadénd zahraniénimi zadavateli. Z celkového poctu bylo
14 Klinickych hodnoceni predlozeno nekomer&nimi subjekty
(akademicky vyzkum|; 7 zadosti se tykalo orphan drugs (LP pro
vzéend onemocnéni) a 44 bylo klinickych hodnocent, kde byly
zafazovany i déti nebo byly pifmo uréené pro détskou populaci
[pediatrickych). V prib&hu posuzovaciho procesu bylo stazeno
31 zd&dosti o povoleni/ohléseni klinického hodnocent, co? je
0 25 % vice nez v roce 2010. Zadné zadost nebyla Ustavem
zamitnuta. Pocet predlozenych dodatkd ke klinickym hodnoce-
nim byl o 10 % niz3i nez v predchozim roce.

V pribghu roku 2011 byla pozastavena 3 bézici klinické hod-
noceni, u 4 klinickych hodnocent byly feseny nahlésené zavady
v jakosti hodnocenych pipravkd, 41 klinickych hodnoceni bylo
predcasné ukoneno zadavatelem (z foho 7 z bezpecnostnich
dovodu, 18 z dovodu nedostatené t&innosti, 1 z divodu opa-
kovaného chybného podani LP). U 7 lé&ivych pfipravkd s dopa-
dem na nékolik klinickych hodnocent byla provedena okamzit¢
bezpe&nostni opatteni ve spoluprdci s Evropskou lékovou agen-
turou a v soucinnosti s dalimi dtvary Ustavu.

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

Nedoreseno
za minulé
obdobi /
Pending from
the previous

period 2011

Z&dost o povoleni KH /
Application for CT authorisation

Ohlaseni KH / CT nofification 74

Ohlaseni dodatku ke KH /
Notification of CT amendment

17

V roce 2011 byly Ministerstvem zdravotnictvi uréeny CR dal3f
dvé efické komise jako efické komise pro multicentrickd klinic-
k& hodnoceni, jednd se o Etickou komisi FN Ostrava a Efickou
komisi FNKV Praha 10. Celkem tedy bylo &innych 11 efickych
komisi pro multicentrickd klinickéd hodnoceni. Uskutecnila se
jedna pracovni schizka Pracovnf skupiny z&stupcd multicentric-
kych efickych komisi a zastupcd oddéleni klinického hodnocent
Ustavu. Oddélent klinického hodnocent uspofadalo 2 semindre
k novinkam v oblasti KH pro zadavatele a ¢leny etickych komisi.

Pfijato

zadosti

v roce 2011 /
Applications
received in

(0.75) assessing staff members the number of applications o be
handled increased from 48 in 2010 to 66 in 2011. Most of the
applications are for Phase Il studies: international, multicentric,
randomised, blinded, placebo- or active-substance controlled
clinical trials conducted by foreign sponsors. Of the total
number, 14 clinical trials were submitted by non-commercial
entities (academic research); 7 applications involved orphan
drugs and there were 44 clinical trials that included children
or that were directly designed for paediatric population.
In the course of the assessment process, 31 applications for
authorisation/notification of a clinical trial were withdrawn,
which is 25 % more than in 2010. No application was declined
by the Institute. The number of submitted amendments to clinical
trials was 10 % lower than in the previous year.

Inthe course of 2011, 3 clinical trials were suspended, in 4 clinical
trials, reported defects in the quality of the investigational
products were dealt with, 41 clinical trials were prematurely
terminated by the sponsor (of which 7 for safety reasons, 18 for
lack of efficacy, 1 due to repeated incorrect administration of
the medicinal product]. In 7 medicinal products with an impact
on several clinical trials, immediate safety measures were taken
in cooperation with the European Medicines Agency and in
conjunction with other units of the Institute.

Pocet vydanych | Z toho Z toho
rozhodnuti pocdet pocet
v roce 2011 / zamitnuti / | stazeni /
Number of Of which Of which
decisions issued | number of | with-
in 2011 rejections | drawn
98 99 - 1
275 305 - 20
2000 2 165

In 2011, the Ministry of Health of the Czech Republic
appointed two more ethics committees as ethics committees
for multicentric clinical trials, namely the Ethics Committee of
the University Hospital in Ostrava and the Ethics Committee
of Faculty Hospital Krélovské Vinohrady Prague 10. A total of
11 ethics committees for multicentric clinical trials were thus in
operation. One working meeting of the representatives of the
Working Group for Multicentric Ethics Committees and of the
representatives of the Infsitute’s Department of Clinical Trials took
place. The Clinical Trials Department organised 2 seminars on
the news in the sphere of CTs for sponsors and for members of
ethics committees.

2/
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Uskutecnila se jedna schizka se zéstupci regulovanych subjek-

1t a z&jmovych skupin (AIFP, CAFF, odborné spolecnosti, etické
komise, smluvni organizace, Férum etickych komisi).

V roce 2011 bylo posouzeno 82 zadosti (zejména grantovych
projektt) o posouzeni projekit, nejednéli se o klinické hodno-
ceni regulované Ustavem, coz byl narbst proti roku 2010 o vice

nez 100 %.

Tabulka 2. Indikaéni skupiny klinickych
hodnoceni posouzenych v roce 2011
Table 2. Therapeutic areas of clinical trials
assessed in 2011

Indikaéni skupiny / Therapeutic area Pocet
/ No.

Onkologie / Oncology 89

Respira&ni + alergologie /

Respiratory + Allergology 22
Zdravi dobrovolnici / Healthy volunters 23
Neurologie / Neurology 54
Pediatrie / Pediatrics 8
Kardiovaskulérnf systém / Cardiovascular system 22
Revmatologie / Reumatology 26
Ostatni / Other 11
Psychiatrie / Psychiatry 15
Diabetologie / Diabetology 21
Infekéni / Infectious 16
Urogenitdlini nemoci / Urogenital disease 13
GIT / Gastrointestinal disease 16
Hematologie / Hematology 8
Metabolické vady+Endokrinologie / 4
Methabolism disorders + Endocrinology

Dermatologie / Dermatology 7
Transplantace / Transplantation 4
Ophtalmologie / Ophtalmology 7
Gynekologie / Gynecology 5
ORL / Otolaryngology 4
ARO / Emergency 0
Bolest / Pain 12
Vysetiovaci metody / Examination procedures 2
Interna /' Internal medicine 9

One meeting with representatives of regulated enfifies and the
interest groups (AIFP - Association of Innovative Pharmaceutical
Industry, CAFF - the Czech Association of Pharmaceutical
Compomes, professionol associations, committees,
confract organisations, the Forum for Ethics Committees) took
place.

ethics

In 2011, 82 applications for project (grant projects in particular)
assessment fo determine whether a clinical trial regulated by
the Institute was concerned or not were assessed, which is an
increase of more than 100 % when compared to 2010.

Obr. 1. Poéty posouzenych Zédosti v roce 2011
podle féze klinického hodnoceni

Fig. 1. Number of applications assessed in 2011 by
clinical trial phase

Poéet zadosti / No. of applications

300
m Pfijaté vr. 2011 /
250 Received in 2011
m Schvdlené/dokon éené
200 vr.2011 / Approved/
decided in 2011
150
110105
100
50
14 13 24 20 25 24
0 .
faze faze Il faze IV. faze  Bioekvivalence
Phose | Phose Il Phaselll  Phase IV Bicequivalence

Faze KH / CT phase
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Sekce dozoru

V odboru laboratorni kontroly jsou provadeény rozbory léciv
pozadované zdkonem [napt. z namatkovych kontrol [é&iv na
trhu, propousténi arzi), na vyzadani jinymi atvary SUKL, pfip.
orgdny stéini sprévy a v ramci mezinarodni spoluprace. Labo-
ratofe jsou zaglenény do mezindrodni sité General Network of
Official Medicines Control Laboratories. Llaboratofe neprovadi
rozbory na z&dost jakychkoliv komeré&nich subjektd (s vyjimkou
propousténi Sarzi podle zdkona o légivech). Lékopisné oddé-
leni se podili na vydavani Ceského lékopisu a piipravé Eviop-
ského lékopisu.

Odbor lekarensivi a distribuce zaijisfuje kontrolu dodrzovant le-
gislativnich pozadavki v oblasti distribuce 1é¢iv, se zamérenim
na zasady sprévné distribuéni praxe a vydej povolent k distri-
bueni &innosti, déle pozadavky na vydej, prodej a pifpravu lé-
giv. Kontrolovanymi subjekty jsou distributori, lékarny, prodeici
vyhrazenych léciv, specializovand pracovisté zdravotnickych
zaffzeni. Kontrola zachdzeni s lécivymi pripravky se provads
i ve viech zdravomickych zafizenich. Konfrolu zaijisfuji podle
prislusnosti regionalni pracovisté SUKL.

Odbor inspeként zaijisfuje dozorové aktivity v oblasti vyroby le-
giv, spravné klinické a laboratorni praxe, vydavani zavaznych
stanovisek k dovozu a vyvozu lécivych piipravkd, véetné spo-
luprace s celnimi organy. Ddle provadi dozor nad darovénim,
opaffovanim, vy3effovénim, zpracovanim, skladovanim a distri-
buc lidskych tkani a bungk sméfujici k zaijistent jejich jakosti
a bezpecnosti. Soucdsti této innosti je vyddavani povolent k ¢in-
nosti tkanového zaiizeni, odbérového zafizeni nebo diagnos-
tické laboratore, provadeént kontrol, sledovani zévaznych nez¢-
doucich uddlosti a reakel nebo podezieni na ng, a v pifpadech
pochybnosti rozhodovant, zda jde o tkané a buiiky podléhajici
regulaci pfislusnym z&konem.

Oddeéleni zavad v jakosti a enforcementu zahrnuje agendu fe-
Senf zavad v jakosti lé¢iv a pomocnych latek dostupnych na trhu
CR. Oddsleni se rovnéz zabyva vyhledévanim a postihovénim
protipravniho jednéni a déle prosazovanim préva v pfipadech,
kdy byl zjisten nelegalni stav, tj. neopravnéné zachdzeni s lé-
&ivy. V rémci prosazovani prava Ustav spolupracuje s dal3imi
institucemi v CR i v zahranigf (zejména Policie CR, Celni sprava,
SZPI, kontrolni Gfady &lenskych statt EU).

Dozor nad lécivymi piipravky po jejich registraci sméfujici k za-
iisténi maximalni bezpecnosti a co nejvyhodngjsiho poméru
prospésnosti [éciveho piipravku k jeho rizikom provadi oddéleni
farmakovigilance. Soucdsti této Einnosti je defekee, hodnocent,
pochopen( a prevence nezadoucich Gcinkd lékd nebo problé-

Surveillance Branch

The Llaboratory Control = section performs analyses of
pharmaceuticals required by law (e.g. random confrols of
pharmaceuticals on the market, batch release), requested by
other SUKL units, or by state administration bodies and within
the scope of infernational 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 activiies, 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, issuance of
binding opinions on import and export of medicinal products,
including cooperation with customs authorities. Furthermore, the
seclion carries out surveillance over donations, procurement,
examinafion, processing, storing, and disfribution 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 of inspections,
monitoring of occurring or suspected serious adverse evenfs
and reactions, and, where doubts arise, decision-making to
establish whether tissues and cells subject to regulation by the
relevant law are concerned.

The Department of Qudlity Defects and Enforcement involves
the solution of quality defects of pharmaceuticals and excipients
available on the Czech market. 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
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m0, jako je napf. $pané uzivani nebo zneuzivani leko, lékové
interakee, vliv na plod, na kojené déti atd.

Vykon dozoru nad dodrzovénim zakona o regulaci reklamy
v oblasti reklamy na humanni lé&ivé piipravky (HLP) a sponzoro-
vani v této oblasti (s vyjimkou rozhlasového a televizniho vysila-
ni) zaijisfuje oddéleni regulace reklamy. Provadi Setfent podnéto
na zévadnou reklamu na HLP, vydavani odbornych stanovisek
k reklamnim materialom a k problematice regulace reklamy.

Ustav ddle zajisfuje cinnosti, které vyplyvaii z legislativy vztahu-
jici se k bezpe&nosti zdravomickych prostredkd (ZP), které jsou
na trhu v Ceské republice. Provad setfeni nezadoucich prihod
ZP a jejich vyhodnocovani, kontroluje provéadent klinického hod-
nocen( nebo klinickych zkousek ZP. Kontroluje ZP u poskytova-
telt zdravoini péce, pfi kierych se zamé&fuje zejména na vedenf
a uchovavani evidence a dokumentace ZP.

4.5 Laboratorni kontrola

Laboratorni kontrolu provadi odbor laboratorni kontroly jednak
v ramci pozadavkd danych zdkonem o lécivech, 1j. kontroluje
jakost léciv v ob&hu dle predem pripravenych projektd o pro-
pousti 3arze stanovenych lécivych pripravkd, a jednak na za-
kladé pozadavki od infernich 2adatelts (ostatni ttvary Ustavu).
Sem patfi predeviim fedeni zévad v jakosti lécivych piipravkd,
analyza lékarenskych vzorkd, podezieni na padélky a nelegal-
ni léciva, nezadouci teinky apod. Laboratofe odboru jsou od
roku 1995 aktivnim ¢lenem mezindarodni sité¢ OMCL (Official
Medicine Control Laboratories) pii Eviopském Usttedi pro jakost
léciv (EDQM). Zaméstnanci obou laboratornich oddéleni se
zi&astiivji vyrocnich zasedéni OMCL a jsou ¢leny pracovnich
skupin. V roce 2011 vznikla nova mezindrodni pracovni skupi-
na pro analyzu padélky, jejiz Elenkou je vedouci odboru. Na
vyroénim zasedani OMCL v Némecku byly piedneseny dvé
prezentace o vysledcich prace obou laboratornich oddélent.

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).

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 defection, 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 breastfed children, etc.

The performance of surveillance over compliance with the Act
on Adverfising Regulation in the sphere of advertising for human
medicinal products and sponsoring within this sphere (except for TV
and radio broadcasting) is covered by the Advertising Regulation
Depariment. It investigates reports of objectionable advertising
for human medicinal products, issuance of expert opinions on
advertising materials and on advertising regulation issues.

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 invesligates 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.

4.5 Laboratory control

Laboratory control is conducted by the Laboratory Control
Section, both within the scope of requirements sfipulated 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 acfive members of the intemational OMCL
(Official Medicine Control Laboratories) network of the
European Directorate for the Quality of Medicines (EDQM].
The employees of both laboratory departments take part in
annual OMCL meefings and are members of working groups. In
2011, a new international working group for counterfeit analysis
was created; the head of the section is among its members.
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Odbor mé& vybudovén systém managementu jakosti podle
CSN EN ISO/IEC 17025, potvrzeny EDQM vydanim certifi-
k&tu pro obég laboratorni oddéleni na zakladé reauditu audito-
ry EDQM, uskute¢né&ném v dubnu 2008. Mezindrodni uznéni
systému managementu jakosti je podminkou G&asti v mezindrod-
nich studiich kontroly centralng registrovanych pfipravks, které
organizuji EMA/EDQM, uznévani vysledkd analyz MRP/DCP
pfipravkd a mezindrodniho uzndvani certifikétd na propousténi
$arzi (Batch Release) v rémci EU.

Vysledky rozbor vzorky, kieré provedla v roce 2011 obé labo-
ratorni oddéleni odboru laboratorni kontroly, jsou shmuty v nize
uvedenych tabulkach.

At the annual OMCL meeting in Germany, two presentations
about the results of the work of both laboratory departments
were delivered.

The section has developed a quality management system
pursuant to the CSN EN I1SO/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 infernational recognition of certificates for batch
release within the EU.

Tabulka 1. Dozor nad kvalitou 1é&iv na trhu prostiednictvim laboratornich rozbord podle predem
pfipravenych projektd - projekty uzaviené v roce 2011

Table 1. Surveillance over the quality of marketed pharmaceuticals by means of laboratory
analyses as per projects prepared in advance - Projects concluded in 2011

Pocet ana-
lyzovanych
pripravkd /
Number of
analysed
products

Nazev projektu /
Project title

samples

3/2010 Lekarenske vzorky /

3/2010 Pharmacy samples 61 322
4,/2010 Stanoveni G¢innosti

ki fi chii
vakeiny proti chfipce / . -
4/2010 Influenza vaccine
efficacy determination
5/2010 Ovéteni mikrobiol.
jakosti rosflinnych LP pro per.
pouziti / 5/2010 Verification 16 32
of microbiol. quality of herbal
medicinal products for oral use
6,/2010 Néslednd kontrola 1 Nurofen pro
reklamovanych LP / déti susp. / "
6,/2010 Follow-up inspections 1 Nurofen for
of queried medicinal products  childern susp.
1b/2010 - budenosidum 10 38
1d/2010 - finasterid 10 26
1a/2011 perindopril 10 32
Celkem / Total 120 476

Pocet ana-
lyzovanych
vzorkd /
Number of
analysed

Pocet vy- Pocet nevy- Pocet
hovuijicich | hovuijicich pripominek
vzorku / vzorku / k registraéni
Number of | Number of dokumentaci /
compliant | out-of-speci- Number of
samples fication comments on
samples MA dossier
22
295 (5 neanalyzovdno 2
/5 nonanalyse)
12 0 0
32 0 0
14 0 0
38 0 6
26 0 0
32 0 3
449 22 1
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Projekty jsou pfipravovany na zdkladé ,risk based” analyzy.
Kritériem je zejména vysokd spotteba kontrolovanych pfipravka,
méné& obvyklé lékové formy &i cesty podani, cilova skupina pa-
cientd, pifpadng &asté reklamace pacientd ¢ odbomikd z fad
lékato a lékarniko. Zpravy o uzavienych projektech budou po
schvaleni Tymem pro jakost zvefejnény ve Véstniku SUKL Roz-
pracovany je projekt 1¢/2010 Bisoprolol a kardicka s nejv&fsi
spotiebou a 1e/2010 Antiepileptika. Pfed uzavienim je projekt
2/2010 Padélky. Byla zahdjena préce na projektech 2011.
Projekt 3/2011 je jiz uzavien, projekty 1/2011 Provedeni
zkougky na endotoxin u vybranych vakein @ 2/2011 Provedeni
zkougky na endotoxin a sterilitu u vybranych infuznich roztokd
jsou pred uzavienim, projekt 4/2011 Ovéteni mikrobiologic-
ké jakosti rosflinnych lé&ivych pfipravkd pro perordini pouziti je
rozpracovdn. Ukon&ené rozbory jednotlivych vzorkd v ramci
t&chto rozpracovanych projektd budou vykazany v hodnotici
tabulce az po uzavienf projekid. Na rok 2012 bylo tymem pro
jakost schvaleno 10 novych projekto.

Tabulka 2. Propousténi $arZi stanovenych
lé&ivych pFipravkd
Table 2. Batch release for defined medicinal

products

Druh Pocet nahla- | Pocet nahlé-

pripravku / senychLP/ [ Senych Sarzi/

Product type | Numberof | Number of
reported reported
medicinal batches
products

Krevnf

derivaty /

Blood 60 446

derivatives

Vakeiny CR / 3 16

CZ vaccines

Vakeiny dovoz /

Imported 49 227

vaccines

V odboru laboratorni kontroly bylo provedeno podle uvede-
nych tabulek 1109 rozbord vzorkd. Vyznamné jsou rozbory
analyzovanych vzorkd s podezienim na padélky nebo nele-
gdlni léciva [spoluprace s oddélenim z&vad v jakosti a enforce-
mentu a jeho prostrednictvim s Policit CR a Celni sprévou). Poget
t&chto vzorkd se za uplynuly rok v porovnani s rokem 2010
téme&F zdvojndsobil. V ramci zakonného tkolu propousténi sar-
zi byly viechny nahlésené sarze propustény do terénu veas,
fj. z&konem a pokynem UST-21 stanovenych terminech. Pocet

Propusténo
na zakladé
certifikatu /

Released on
the basis of
a certificate

The results of sample analyses carried out in 2011 by both
laboratory departments of the Laboratory Control section are
summarised in fables.

The projects are prepared on the basis of “risk based” analysis.
The criterion is, in particular, a high consumption of the controlled
products, less common pharmaceutical forms or routes of
administration, the target patient group, or eventually frequent
complaints by patients or professionals such as physicians or
pharmacists. Following approval by the Quality Team, reports
on concluded projects will be published in SUKL Bulletin. Project
1¢/2010 Bisoprolol and cardiac therapy medicinal products
with the highest consumption and 1e/2010 Anfiepileptics
is under way. Project 2/2010 Counterfeit products is before
conclusion. The work on projects for 2011 has commenced.
Project 3/2011 has been concluded, projects 1/2011
Performing endotoxin assay in selected vaccines and 2/2011
Performing endotoxin and sferility assay in selected solufions
for infusion are before conclusion, project 4,/2011 Verification
of microbiological qudlity of herbal medicinal products for
oral use is 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. For 2012, the
Quality Team approved 10 new projects.

Celkem
propusténo
sarzi / Total
number of
released
batches

Laboratorné
ovéreno vzorku /
Number of sam-
ples subjected

to laboratory
verification

Nepro-
pusténo /
Unre-
leased

408 44 446
16 16
23] 10 231

Asindicated in the provided tables, 1,109 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 Quality Defects and
Enforcement Department and, through this department, with the
Czech Police and Customs Administration). The number of these
samples almost doubled over the last year compared to 2010.
Within the scope of the Institute’s statutory task of batch release,
all reported batches were released onto the market in time, i.e.
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Tabulka 3. Laboratorni kontrola lé&iv a pomocnych létek na vyzédani jinymi dtvary Ustavu, jiné
organizace stétni sprédvy nebo EDQM

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

Pocet vzorku Z toho vyho- Z toho nevyho-
/ Number of vuje / Of which vuje / Of which
samples compliant non-compliant
Podezfeni na zévodu v jakosti [égiva / . 46 10 -
Suspected quality defect of a pharmaceutical
Podezienf na padélky, nelegélinf léciva /
‘ : . 107
Suspected counterfeit products, illegal pharmaceuticals
Lékdrenské vzorky / Pharmacy samples 256 245 11
Mezinarodni studie v ramci OMCL / 5
International studies within the scope of OMCL
VniTF'nl’ kontrolo. jakosti éiéféhé vody / 139 130 0
Purified water internal quality control
Ovéfeni navrho lékopisnych monografii /
T i 3 5 0
Verification of pharmacopoieal monograph drafts
Ostatnf rozbory™ / Other analyses */ 14 13 1
Celkem / Total 563 434 19

*/ napt kontrola &isténé vody v rémci SMJ, LAL testy, jiné vyzédané rozbory ap.
*/E.g. controls of purified water within the scope of QMS, LAL tests, other requested analyses efc.

vzork hodnocenych jako nevyhovuijici (bez padglkd a nelegal-
nich pifpravkd) ¢inil 3,7 % (3,4 % v roce 2010). Zavady léciv
se tykaly zejména obsahu Geinnych latek, jejich Eistoty veetng
mikrobiologické ap.

Obr. 1. Poéet rozborl vzorkd v letech 2007 -2011
Fig. 1. Number of sample analyses in 2007-2011

Po&et vzorkd / No. of samples
1200

1109
1000 922

800 687

600
400

200
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Obdobi / Period

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 3.7 % (3.4 % in
2010). Defects of pharmaceuticals were associated mainly
with the confent of active substances, purity thereof (including
microbiological), etc.
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Mezinarodni spoluprace v oblasti laboratorni
kontroly

Kromé jiné spoluprace v ramci sitt OMCL pii EDQM se od-
bor podili na spolecnych studiich kontroly jakosti [é&iv v obghu,
porovndvacich studiich, ov&fovani kvality referenénich latek pro
Eviopsky [ékopis a na spole¢né studii EMA/EDQM laborator-
nim ovéfeni jakosti centralng registrovanych pfipravkd. V roce
2011 byla pro zahrani¢ni zadatele ze site OMCL provedena
laboratorni kontrola 16 vzorko.

Odbor laboratornf kontroly se v roce 2011 zi&astnil kolabora-
fivnich mezindrodnich studiich uvedenych v tabulce 4.

Tabulka 4. Uéast na mezindrodnich studiich
Table 4. Involvement in international studies

International cooperation in the area of
laboratory control

In addition to other infernafional 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 2011, laboratory control of 16 samples
was performed for foreign applicants from the OMCL network.

In 2011, the Llaboratory Control section parficipated in
collaborative international studies listed in Table 4.

Studie / Study | Nazev studie / Study fitle

PTS115 Dissolution Testfing

SUP 004 Analysis of Suspicious Unknown Products
PTS122 Volumetric Titration

CRS Moxidectin

Uspokojivé / satisfactory
Dobré / good
Dobré / good
Dobré / good

Vysvétleni zkratek: PTS — Kruhovy test pofddany EDQM/Proficiency Testing Study. Kontrola kvality préce laboratofe, z EDQM
jsou zasldny vzorky, referenéni latky a metoda. Po zasldni vysledkd zpét EDQM jsou tyto statisticky zpracovdny a laboratoF
obdrzi vyhodnocenf studie. SUP — Analysis of Suspicious Unknown Products - ovéFenf schopnosti laboratore identifikovat
nezndmy vzorek, z EDQM zasldn nezndmy vzorek, laboratof jej identifikuje, pfip. stanovi obsah d¢inné ldtky libovolnou
analytickou metodou. CRS - Pfiprava referen¢nf létky pro Evropsky lékopis- ovéreni kvality suroviny dle monografie PhEur.

4.6. Dozor v oblasti
pFipravy, vydeje, prodeje
a distribuce lé&iv

K z&kladnim &innostem odboru [ékdrensivi a distribuce paffi do-
zor v oblasti zachazeni s lécivymi pripravky, ktery Ustav provadi
v lékamach, vydejnach zdravomickych prostredkd, u prodeijct
vyhrazenych lécivych pfipravkd, ve zdravotnickych zafizenich
[v&etn& jejich specializovanych pracovisf] a u distributord lé&iv.
Odbor lékarensivi a distribuce je povéten rovnéz provadénim
cenové kontroly u lécivych pfipravkd a potravin pro zvlgsini l¢-
kaiské ueely a dale kontrolou zachdzeni s navykovymi latkami
a pifpravky v lékamach. Dale odbor lékdrensivi o distribuce
vede a pravidelng akiualizuje databdze uvedenych regulova-
nych subjektd s vyjimkou zdravomnickych zafizenf.

4.6. Surveillance in the area
of preparation, dispensing,
sale and distribution of
pharmaceuticals

The essential activities of the Pharmacy and Distribution Section
include surveillance in the sphere of handling of medicinal
products; the Institute carries out these inspections in pharmacies,
medical device dispensaries, premises of vendors of selected
pharmaceuticals, 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.
This section also maintains and regularly updates databases of
these regulated entities, except for healthcare facilities.
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Ke konci roku 2011 SUKL evidoval celkem 2448 lékaren,
4 lékamy patiici do resortu Ministerstva obrany CR, ddle se
evidovalo 243 odlougenych oddéleni vydeje 1é¢iv a zdravor
nickych prostiedkd (ddle jen OOVL), 411 schvalenych vydejen
zdravotnickych prostiedkd, 150 prodejcd vyhrazenych lé&ivych
pfipravkd, 43 oddéleni nukleami mediciny zdravotnickych za-
fizeni a 382 distributord 1é&ivych pifpravkd. Trend navysovani
pociu lékdren po mirném propadu v roce 2008 pokracoval jiz
mirn&j$im tempem a oproti roku 2010 se celkovy pocet [ékaren
zwysil o 42 subjektd pfi sougasném snizeni o 7 OOVL (obr. 1).

Obr. 1. Polet lékdren a OOVL v poslednich 10
letech (stav k 2. 1. 2012)

Fig. 1. Number of pharmacies and OOVLs in the
last 10 years (situation as of January 02 2012)
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V roce 2011 provedli inspekiofi odboru lékarensivi a distribuce
celkem 854 inspekci lékaren, z foho se ve 26 piipadech jednalo
o nemocniéni lékamy a ve 4 pfipadech o lékarny fakulinich ne-
mocnic. Z celkového poctu kontrolovanych lékaren se ve 47 pit-
padech jednalo o kontrolu cllenou, provedenou na podnét.

Samostamd kontrola zachazent s navykovymi latkami (NL) byla
provedena v 301 lékarnach, kdy se v 293 pifpadech jedna-
lo o kontrolu plénovanou a v 8 pfipadech o kontrolu cilenou.
Cenovd kontrola zaméfend na dodrzovéni zdkona o cenéch
a pravidel cenové regulace byla provedena u 131 lékdren
a u 5 distributord 1é¢&iv, v dalsich 15 lékamach bylo provedeno
cenové 3efieni zaméfené na zjisténi skutecnych cen nékferych

Inlate 2011, SUKL had a list of 2,448 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 243
detached pharmaceutical and medical devices dispensing units
(hereinafter referred to as OOVL), 411 approved medical device
dispensaries, 150 vendors of selected medicinal products, 43
nuclear medicine departments of healthcare facilities and 382
distributors of medicinal products. Following a slight decrease in
2008, the trend of the growing number of pharmacies continued
in an already slower pace and compared to 2010, the total
number of pharmacies increased by 42 entities, with a parallel
drop by 7 OOVLs (Fig. 1).

In 2011, the inspectors of the Pharmacy and Distribution Section
conducted 854 pharmacy inspections in fotal; in 26 cases they
concerned hospital pharmacies and in 4 cases they concemed
university hospital pharmacies. Of the total number of inspected
pharmacies, 47 inspections were targeted inspections, carried
out on the basis of reports.

Independent inspections aimed af handling of addictive
substances were carried out in 301 pharmacies, of which 293
were planned inspections and 8 fargeted inspections. Price
confrol focusing upon compliance with the Act on Prices and
rules of price regulation was conducted in 131 pharmacies and
at 5 distributors of pharmaceuticals, in further 15 pharmacies
price invesfigations focusing upon the identification of real
prices of certain regulated medicinal products on the market for
the needs of the Price and Reimbursement Regulation Branch
of the Institute.

On the basis of the facts identified during the inspections, fine
was proposed in 46 cases in fotal for breach of duties sfipulated
by the Act on Pharmaceuticals, in 5 cases the preparation of
medicinal products was suspended in the pharmacy, and in
1 case the operation of the entire pharmacy was suspended.

Problems sfill arise in relation to the pharmacy operators'
duty to provide the Institute with data on dispensed medicinal
products o the extent and in a manner stipulated by the LEK-13
SUKL guideline. Although the number of pharmacies actively
involved in the system for the provision of reports has risen
significantly, a considerable proportion of pharmacies fail to
fulfil this legal duty, and therefore the Insfitute was obliged to
initiate administrative procedures with them. In 2011, the order
fo impose a fine was issued fo a total of 278 operators (406
pharmacies), of which in 80 cases the decision has become
legally effective.

Within the scope of inspections focused upon the handling of
addictive substances in pharmacies, serious breaches of the Act
on addictive Substances were identified in 18 pharmacies and
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regulovanych lécivych pifpravkd na trhu pro potfeby sekce ce-
nové a Uhradové regulace Ustavu.

Na zdklade skutecnosti zjisténych pii provedenych kontrolach
bylo podano celkem 46 navrhd na ulozeni pokuty za poruse-
ni povinnosti stanovenych z&konem o lécivech, v 5 pfipadech
byla lekamé pozastavena pifprava lécivych pripravkd a v 1
pfipadé byla pozastavena cinnost celé lékarmny.

Problematickou oblasti zistévé povinnost provozovateld leka-
ren poskytovat Ustavu ddaje o vydanych écivych piipravcich
v rozsahu a zpdsobem stanovenym pokynem SUKL LEK-13.
Prestoze pocet lekaren aktivng pfipojenych k systému pro po-
skytovani hldgenf vyznamné vzrostl, nezanedbatelnd cast léka-
ren tuto svou zakonnou povinnost stale neplni, a proto byl Ustav
s nimi nucen zahdjit spravni fizeni. V roce 2011 byl pitkaz k ulo-
zeni pokuty vydan celkem 278 provozovatelom (406 ékéren),
z nichz v 80 pifpadech nabylo rozhodnuti prévni moci.

V ramci kontrol zachdzeni s ndvykovymi ldtkami v lekarach
byla u 28 lékaren zjistena zavazna poruseni zakona o ndvy-
kovych latkach, kiera byla fesena navihem na sprévni fizeni ve
véci uloZeni pokuty. Kontroly provedené v oblasti dodrzovani
pravidel cenové regulace neshledaly z&dné poruseni zakona
o cendch a souvisejicich cenovych predpiso.

V roce 2011 bylo provedeno celkem 300 kontrol tykajicich
se zachdzeni s lécivymi pifpravky ve zdravotnickych zafize-
nich, kontroly probéhly na 31 lozkovych oddélenich nemocnic
a v 269 samostatnych ambulancich praktickych lékaro, lékatd
specialistt a v ostatnich zdravotnickych zafizenich. Na zaklade
podnéti, které SUKL obdrzel k innosti zdravotnickych zafizen,
ve kterych se poskytuje zdravomni péce, bylo provedeno celkem
20 cilenych inspekei. Za zjisténa poruseni zakona o lécivech
byly podany 3 navrhy na ulozeni pokuty.

U ostatnich zdravotnickych zafizeni opravnénych piipravovat
lécivé pripravky (oddélenich nuklearni mediciny - ONM a pra-
covisf piipravujicich humanni autogennf vakeiy - HAV| bylo
provedeno celkem 17 inspekci, a to bez ndlezu zavaznych po-
ruseni zakona vedoucich k ulozenf sankce.

Souhrnné vysledky kontrol provedenych v roce 2011 uvadi ta-

bulka 1.

V roce 2011 odebrali inspektori odboru lékarensivi a distribu-
ce pfi konfroléch lekaren celkem 273 vzorkd lécivych piprav-
ki, z toho se téms&f v poloving pifpadd (133 vzorkd) jednalo
o vzorky farmaceutickych vyrobkd uréenych pro magistraliter
pfipravu v lékamach. Ze 140 Igkarenskych vzorkd (lécivé pri-
pravky pfipravené v lékamach a pripravovand &isténd vodal)
bylo celkem 10 nevyhovujicich, nejcastji se vyskytujici zava-

addressed with a proposal for commencement of administrative
procedure in relafion fo fine imposition. Inspections focusing
upon the compliance with price regulation rules did not identify
any breaches of the Act on Prices and the related price
regulations.

In 2011, 300 inspections focused upon handling of medicinal
products in healthcare facilities were carried out. The
inspections took place in 31 inpatient hospital departments and
in 269 independent outpatient offices of general practitioners,
specialists and in other healthcare facilities. On the basis of
reports on the operation of healthcare facilities where health
care is delivered, received by SUKL, 20 targeted inspections
took place in fotal. The identified breaches of the Act on
Pharmaceuticals resulted in 3 proposals for fine imposition.

In other healthcare faciliies 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; these did not identify any
serious breaches of law leading to imposition of penalty.

The summary results of inspections carried out in 2011 are
provided in Table 1.

In 2011, during inspections in pharmacies the inspectors from the
Pharmacy and Distribution Section took 273 samples of medicinal
products in total, of which almost a half (133 samples) were samples
of pharmaceutical products infended for the preparation of medicines
prepared according to a formula in pharmacies. Out of the 140
pharmacy samples (medicinal products prepared in pharmacies
and prepared purified water), a tofal of 10 were out of specification,
the most frequent shortcoming being outofspecification content of
acfive substance in the medicinal product {5 cases). A lower number
of samples taken corresponds fo the longterm trend of decreasing
preparation of medicinal products in pharmacies.

Comparison of occurrence of monitored shorfcomings in ouf
ofspecification pharmacy samples in the last years is provided
in Table 2.

Other activities of the Pharmacy and Disfribution Section include
issuance of certificates on the material and technical equipment
of pharmacies and approval of operation of medical device
dispensaries. In 2011, a total of 380 applications of pharmacy
operators for the issue of certificate on the material and technical
equipment of pharmacies were received and 374 certificates
were issued, none of the applications was dismissed. 27
operators in total applied for approval of operation of medical
device dispensaries and 24 approvals were issued.
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Tabulka 1. Inspekéni dozor nad Iékérnami, oddélenimi nukledrni mediciny, zdravotnickymi
zafizenimi a prodejci vyhrazenych lé&ivych pFipravkd v roce 2011

Table 1. Inspection surveillance over pharmacies, nuclear medicine departments, healthcare
facilities, and vendors of selected medicinal products in 2011

Klasifikace zavad / Sankce /
Classification of shortcomings Penalties

Kontrolovany 'sub]ekt / Typ kor?Troly / Pocet / : o 5 o 3 o A B C
Inspected entity Inspection type No.

B&zné kontroly /
Regular inspections

854 562 658 187 219 105 123 5 1 46

L&kamy / Cenové kontroly / Nehodnoceno dle klasifikace zavad /

Pharmacies Price inspectfions 131 Not rated by classification of shortcomings
Kontoly NL//Inspections 551 053 741 64 212 14 47 - - 28
of addicfive substances

ONM 12 / 583 5 417

HAV 5 5 1000

Zdravotnicka zafizeni / 300 216 79 71 937 13 43 . 3

Healthcare facilities

Prodeici vyhrazenych
lé¢iv / Vendors of 13 10 769 ] 77 2 154
selected pharmaceuticals

Klasifikace zévad: 1 — bez zévad nebo zjistény jen drobné zdévady, 2 - vyznamné nebo opakované zdvady , 3 - kritickd
zévada nebo zdvazné poruseni zékona. Sankce: A — pozastavenf pfipravy, B - pozastaveni provozu, C - ndvrh na uloZenf
pokuty (sprévni fizeni) / Classification of shortcomings: 1 = no or minor shortcoming identified, 2 — major or repeated
shortcomings, 3 — critical shortcoming or serious breach of law. Penalties: A - suspended preparation, B — suspended operation,
C - proposed fine (administrative procedure)

Tabulka 2. Vyskyt sledovanych typd zévad v %
Table 2. Occurrence of monitored types of shortcomings in %

mmm-

Nevyhovujici obsah G¢inné latky /

581 64,1 727 1.9 50,0
Outofspecification content of active substance
Nevyhovu“.c! ce!kovo hmotn.ost / 257 256 18.2 206 300
Outofspecification total weight
Nevyhovujicf ¢i§t&né vody, MN nezdvadnost /

- o S : 519 - 9,1
Outofspecification purified water, Microbiological compliance
Nevyhovujici galenické zpracovani /

. . : 59 - - 7.4
Out-ofspecification galenic processing
Nevyhovujici mikrobiologickd nezavadnost /

e S . 2,2 10,0
Out-of-specification microbiological compliance
Z&mény v totoznosti LLa PL / 29 103 ) . 100

Active substance and excipient identity confusion
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dou byl nevyhovujici obsah G&inné latky v 1é&ivém pipravku (5
pfipadd). Niz§ pocet odebranych vzorkd odpovidd dlouhodo-
bému trendu dtlumu pifpravy lécivych pripravkd v [ékarnach.

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

K dalsim cinnostem odboru lékarensivi a distribuce patif vy-
davani osvedeni o vécném a technickém vybaveni lékaren
a udsélovani souhlasu s provozovanim vydejen zdravotnickych
prostiedkd. V roce 2011 bylo prijato celkem 380 z¢dosti pro-
vozovateld lékdren o vydani osvédeeni o vécném a fechnic-
kém vybaveni lékaren a bylo vydano 374 osvédceni, zadna
z zadosti nebyla zamitnuta. O vydani souhlasu s provozovanim
vydejny zdravotnickych prostfedkd pozadalo celkem 27 provo-
zovateld a bylo vydano 24 kladnych rozhodnuti.

Ve 131 pfipadech piedchdzelo vydani osvédeeni provedeni
kontroly lékamy, v 6 pripadech kontrola OOVL (tabulka 3).
Dale probehlo 17 tvodnich kontrol vydejen zdravomnickych pro-
sttedkd a 136 konzultaci tykajicich se pifstrojového vybaveni
stavaiicich lékaren nebo vystavby novych lékaren a problemati-
ky souvisejici s vyhlaskou & 84,/2008 Sb. a dalsimi provadéci-
mi predpisy k zakonu o lécivech. Tabulka 3 rovnéz uvadi ddaje
o nové vzniklych a zaniklych lékarmach,/OOVL.

Distribuce

Pocet distributord se v roce 2011 zvysil o 75 subjekit na celkem
382 drzitelt povoleni k distribuci lécivych pripravkd. Pokracoval
tak frend predchozich lef, kdy v&fSinu novych distributord tvori
provozovatelé ékaren. Z celkového poctu schvalenych distri-
butord je jiz 155 subjekit, kdy je provozovatel lékarny zaroven
i drzitelem povolent k distribuci.

V roce 2011 bylo ddle vyddano 65 rozhodnuti o zméné po-
voleni k distribuci a @ povoleni bylo na zadost jejich drzite-
o zrugeno. U 1 distributora v souladu s § 76 odst. 4 zd&kona
& 378/2007 Sb., o lécivech, ve znéni pozdgsich predpist
pozbylo povoleni k distribuci svou plamost.

Tabulka 4 vvédi piehled prijatych zadost a vydanych rozhod-
nut v souvislosti s povolenim, zm&nou nebo zruienim povoleni

k distribuci.

Probéhlo celkem 317 inspekei distributord, coz v porovnani s ro-
kem 2010 predstavuje nardst o 19 %, kery je patrny zejména
u inspekef provedenych na zdkladé prijatych podnétd. Viivem
vyrazné vysstho pociu zé&dosli o povolent k distribuci narostl
mezirocné o 84 % pocet Gvodnich konfrol skladovych prostor
v ramci fizeni o vydanf tohoto povolent.

In 131 cases the issue of the cerfificate was preceded by
the inspection of the pharmacy, in 6 cases by the inspection
of the OOVL (Table 3). Furthermore, 17 initial inspections of
medical device dispensaries and 136 consultations on the
technical equipment of existing pharmacies or the consfruction
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.

Tabulka 3. Dalsi ¢innosti odboru lékdrenstvi
a distribuce

Table 3. Other activities of the Distribution and
Pharmacy Section

<. . S Podet /

Cinnosti / Activities No.

Uvodn kontrola 1ékarmy / Initial pharmacy 131

inspection

Uvodni kontrola OOVL / Initial OOVL inspection 6

Uvodni kontrola vydejny ZP / Initial inspection of 17

medical device dispensaries

Vznik nové lékarny/OOVL / Establishment of 97/8

a new pharmacy,/OOVL

Zanik 1ékarny/OQOVL / Defunct pharmacies/

OOVLs 35/15

Konzultace / Consultations 136
Distribution

In 2011, the number of distributors increased by 75 entities
to the fotal number of 382 medicinal product distribution
authorisation holders. This means that the trend from the previous
years, when pharmacy operators represented the majority of
new distributors, continued. Of the tofal number of approved
distributors, 155 entities already are those where the pharmacy
operator is also a distribution authorisation holder.

In 2011, moreover, 65 decisions on variations to distribution
authorisation were issued and @ authorisations were revoked
upon request of their holders. For 1 distributor their distribution
authorisation 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.

317 inspections of distributors were conducted in total, which,
compared to 2010, represents a 19% increase, which is apparent
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Tabulka 4. Distribuce é&iv v roce 2011
Table 4. Distribution of pharmaceuticals in 2011

Typ zadosti / Type of Application

Z&dost o povoleni distribuce /
Application for distribution authorisation

Z4dost o zménu povolent distribuce /
Application for variation to distribution authorisation

7&dost o zrugeni distribuce /
Application for distribution authorisation revocation

Prijato zadosti /

Vydana rozhodnuti /
Issued decisions

Received applications

87 85
57 65
Q %

Tabulka nezahrnuje pocty nedofesenych zddosti z minulého obdobr. / The table does not include the numbers of pending

applications from the previous period.

Z pottu hodnocenych inspekei u distributord bylo 86 % hodno-
ceno stupném 1 (dobré), v 10 % stupném 2 (uspokojivé] a ve
4 % stupném 3 (neuspokojivé). Na zdkladé zjistenych skute¢-
nostf bylo poddno celkem 8 névrhd na zahdjenf spravniho fize-
ni o ulozeni pokuty.

Za neplnéni povinnostf distributord a findlnich vyrobcd posky-
tovat Ustavu hlaseni dodévek humannich légivych pripravk
dle pokynu SUKL DIS-13 bylo odborem lékarenstvi a distribu-
ce v roce 2011 vyddno celkem 47 prikazd k ulozeni pokuty,
z nichz ve 33 pfipadech nabylo rozhodnuti pravni moci.

Vysledky kontrol distributord v roce 2011 uvédr tabulka 5.

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

Pocet inspekei /
Number of inspections

Celkem / Uvodni/ Nésledné / Cilené / Zména /
Total Initial Follow-up ~ Targeted  Variation
317 94 154 38 3]

particularly in inspections conducted on the basis of received
reports. Due to the significantly higher number of applications
for distribution authorisation, the number of inifial inspections of
storage facilities within the framework of proceedings to issue this
authorisation grew by 84% yearto-year.

Of the number of rated inspections of distributors, 86% were
rated with grade 1 (good), 10% with grade 2 (satisfactory) and
4% with grade 3 [not satisfactory). On the basis of the identified
facts, the commencement of administrative procedure for fine
imposition was proposed in 8 cases in total.

For the failure to comply with the distributors’ and final
manufacturers’ duty fo report to the Institute on supplies of
medicinal products for human use under the SUKL DIS-13
guideline, the Pharmacy and Distribution Section issued a tofal
of 47 orders to impose a fine in 2011, of which in 33 cases the
decision has become legally effective.

The results of inspections of distributors in 2011 are provided

in Table 5.
Opatieni /
Action

Hodnoceni inspekei /

Rating from the inspection

Porusenf Navrh na
5 3 zdkona /' pokutu /
Breach of  Fine
law proposed
274 30 13 79 8

Hodnocenf inspekef - na zdklads zjisténych zévad a jejich zédvaznosti je provedeno hodnocenf kontroly a dle dosazeného
bodového vysledku celkovd droveri dodrzovdni zdsad spravné distribuéni praxe vyjédiena hodnocenim: 1 - Dobré,

2 - Uspokojivé, 3 - Neuspokojivé /

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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Porovndni poétu regulovanych subjekto,
provedenych kontrol a vlozenych sankci za
posledni 3 roky

Obr. 2. Informace o dozorové éinnosti
Fig. 2. Information on the surveillance activities
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Pozn.: Inspekce v lékdrnéch zahrnuiji i cenové kontroly a kontroly NL / Note.: Inspections in pharmacies include also price

inspections and inspections of addictive substances

4.7 Dozor v oblasti vyroby
|é&iv, lidskych tkdni a bunék,
spravné laboratorni a klinické
praxe

Vyroba léciv

Aktualizované seznamy dozorovanych provozovateld v oblas-
fi vyroby a vyzkumu lé&iv jsou uvedeny na infernetové strance
Ustavu.

V oblasti vyrobcd (véetné zafizeni fransfuzni sluzby) bylo piijato
celkem 78 zadosti o vydani povoleni vyroby nebo jejich zmény
(fab. 1). Stoupl pocet z&dosti o vydani povolent k &innosti kon-
trolnf laboratore. Pocet vydanych rozhodnuti k povolent vyroby
nebo jeho zméné je obdobny jako v roce 2010.

4. 7 Surveillance in the area of
manufacture of pharmaceuticals,
human tissues and cells, good
laboratory practice and good
clinical practice

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

In the sphere of manufacturers (incl. blood centres) the total of 78
applications for manufacturing authorisation or variations thereto
was received (tab. 1). The number of applications for authorisation
fo engage in the aclivities of a control laboratory increased. The
number of decisions issued for manufacturing authorisation or
variation fo manufacturing authorisation is similar as in 2010.
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Oblast lidskych tkani a bunék

Jednd se o oblast regulovanou Ustavem na zdkladé zékona

& 296,/2008 Sb., o lidskych tkanich a burikach.

V roce 2011 bylo pfijato 25 za&dosii o povoleni &innosti a 25
z¢&dosti o zménu povolent v &innosti, celkovy pocet z&dosti byl
dvojnasobny oproti roku 2010. Byly posuzovény zé&dosti o po-
voleni &innosti nebo o zmé&nu v povoleni, odesilany vyzvy k je-
jich doplnéni a provadény tvodni a cilené kontroly u zadateld.

V roce 2011 bylo provedeno celkem 276 inspekci, z toho 102
inspekef se tykd regulované oblasti tkéni a bun&k. Jejich povahu
a vysledky hodnoceni uvadi tabulka 2. Srovnéni poctu kontrol
a porusenf zdkona o lécivech, event. zakona o lidskych tkanich
a buikach v letech 2008-2011 wvadi tabulka 3 a obrazky
1Ta2

Uvodni kontrola se provadéla v souvislosti s 2adosti o povolent
k ¢innosti na zakladé § 63 odst. 4 zdkona ¢&. 378,/2007 Sb.
Ndéslednd kontrola se provédéla u vyrobce léivych pripravk,
lécivych latek, kontrolnf laboratofe nebo v ZTS v intervalech

Human tissves and cells

This is a sphere regulated by the Institute pursuant to Act No
296,/2008 Coll., on Human Tissues and Cells. In 2011, 25
applications for authorisation and 25 applications for variations
fo authorisation were received; the total number of applications
was twice as high as in 2010. Applications for authorisation
or for variation to authorisation were assessed, invitations for
supplementation thereof were sent, and initial and targeted
inspections of the applicants were carried out.

In 2011, the Institute carried out 276 inspections in total, of which
102 inspections were associated with the regulated sphere
of tissues and cells. Their nature and results of evaluation are
provided in Table 2. A comparison of the number of inspections
and breaches of the Act on Pharmaceuticals, or of the Act on

Human Tissues and Cells, where applicable, in the period from
2008 1o 2011 is provided in Table 3 and Fig. 1 and 2.

Initial inspections were conducted in respect of applications
for authorisation to engage in an activity pursuant to Section
63, paragraph 4 of Act No 378/2007 Coll. Follow-up

Tabulka 1. Agenda Zddosti v oblasti vyroby lééiv a v oblasti lidskych tkéni a bunék
Table 1. Applications in the sphere of manufacture of pharmaceuticals and in the sphere of human
tissues and cells

Z&dost o povoleni vyroby /
Application for manufacturing
authorisafion

e—" A i
A_|B_[A |
8

Vyrobce lécivych pfipravkd /
Manufacturer of medicinal products

3 6 7 7

N

Kontrolnf laboratof / Control laboratory 0O O 2 1 4 4
ZTS / Blood centre 3 3 ] ] 1 1
Zadost o zménu povoleni vyroby — Vyrobce lécivych pﬁprgvkﬁ / 55 64 A7 48 45 4]
/ Application for variation to Manufacturer of medicinal products
manufacturing authorisation Kontrolnf laboratof / Control laboratory 5 5 1 1 2 1
ZTS / Blood centre 23 25 22 20 19 17

Zadost o zruseni povolent vyroby /
Application for revocation of manufacturing authorisation

7&dost o povoleni &innosti / Tkarového zatizeni / A fissue centre 77 13 3 34 18 12
Application for authorisation fo Odbérového zatizeni / A donation centre 3 3 2 2 2
engage in the activities of: ; _ _

Diagn. laboratote / A diagnostic laboratory 12 gl 10| 28 5
Z&dost o zménu &innosti / Tkanového zafizeni / A tissue centre - - 5 ] 16 15
Application for variation fo Odbérového zafizeni / A donation centre - - ] 0 2
activiies of:

Diagn. laboratote / A diagnostic laboratory - - 5 3 7| 7
Celkem / Total 191 128 105 143 133 116

A - Piijato 2édosti; B - Vydand rozhodnuti; ZTS - zafizenf transfuzni sluzby / A - Received applications; B - Issued decisions
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stanovenych vyhlaskou & 229/2008 Sb. a pro ZTS podle
vyhlésky & 143,/2008 Sb. Kontrola souvisejici se zménou se
provadi tehdy, jestlize doslo ke zm&ndm podminek, za nichz
byla &innost povolena. Cilend kontrola je urcena k provérent
urgitého vyseku &innosti {napt. kontrola souvisejici se zavadou
v jakosti lé&ivého pifpravku).

Z celkového poctu Q0 kontrol u vyrobcd lé¢ivych pifpravkd, -
Civych latek a kontrolnich laboratoif bylo neuspokojivé hodno-
cenf pouze v 1 pfipads, k poruseni zdkona o é&ivech nedoslo.
Uroveri Sprévné vyrobni praxe (SVP) v ZTS byla prevazné hod-
nocena jako dobrd, nebylo zjisténo poruseni zakona. Plan né-
slednych kontrol byl plnén u viech regulovanych subjekio a byl
dodrzovén interval inspekef stanoveny vyhlaskami.

Inspekce v tkanovych zatizenich, odb&rovych zafizenich nebo
v diagnostickych laboratoiich jsou provadény podle vyhlasky
¢ 422/2008 Sb., o stanoveni blizsich pozadavkd pro zaijistént
jakosti a bezpe&nosti lidskych tkani a bunék urgenych k pouziti
u &lovéka.

Tabulka 2. Provedené kontroly v roce 2011
a jejich vysledky

Table 2. Inspections conducted in 2011 and
their outcomes

Pocet inspekci / Number of inspections

inspections were conducted at the manufacturer of medicinal
products, active substances, a control laboratory or a blood
cenfre in intervals stipulated by Decree No 229,/2008 Coll,
and for blood centres pursuant to Decree No 143,/2008
Coll. Inspections relating fo variations are performed in case of
change in the conditions under which the activity was permitted.
Targeted inspections are conducted in order to review a certain
section of activiies (e.g. an inspection associated with a quality
defect of a medicinal product).

Of the total number of Q0 inspections at the manufacturers of
medicinal products, active substances, and control laboratories,
only one case was rated as not safisfactory, and there was no
breach of 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 relevant decrees was
complied with.

Inspecﬂons in tissue centres, donation centres or diognosﬁc
laboratories are conducted pursuant to Decree No 422 /2008
Coll., on detailed requirements for the safeguarding of the quality
and safety of human tissues and cells intended for use in man.

Hodnoceni inspekei /
Rating from inspeciions

Celkem | Uvodni | Nésledné | Cilené / | Zména /
/ Total | / Initial | / Follow-up | Targefed | Variation

Vyrobci [é&ivych pifpravkd /
Manufacturers of medicinal products

Vyrobci lé&ivych latek /
Manufacturers of active substances

Kontrolnf laboratote /

Control laboratories E °
ZTS / Blood centres 51 1
Krevni sklady / Blood banks 4 0
Etické komise / Ethics Committees 18 7
Inspekce SKP / GCP inspections 11 0
Inspekce TZ, OZ, DL / 102 8l

TC, DC, Dl inspections

ZTS - zafizeni transfuzni sluzby; TZ - tkériové zafizeni; OZ -
odbérové zafizeni; DL - diagnostické laborator

Hodnocenf inspeker: 1

0 1 13 0 0 0]
1 0 12 1 0 0]
1 2 51 0 0 0
0 0] 0 0 0
1 0 18 0 0 0
11 0 0 0] 0
3 10 0 0 0 0

- Spliiuje; 2 - Nesplivje; 3 - Poruseni zékona; 4 - Pokuta

TC - tissue centre; DC - donation centre; DL - diagnostic laboratory

Rating from inspections: 1

- Compliant; 2 - Non-compliant; 3 - Breach of law; 4 - Fine
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Tabulka 3. Provedené kontroly v letech 2009-2011
Table 3. Inspections conducted in 2009-2011

I
A |8 A B A B
54 1 64

Vyrobci lé&ivych pifpravkt / Manufacturers of medicinal products 3 43 0
Vyrobci lé&ivych latek / Manufacturers of active substances 1 0 18 0 13 0
Kontrolnf laboratore / Control laboratories Q 0 Q 0 13 0
ZTS / Blood centres 46 0 44 0 51 0
Krevni sklady / Blood banks 13 0 ] 0 4 0
Inspekce SKP + efické komise / GCP inspections + ethics committees 17 5 25 4 29 0
L e 5 0w 0w
Celkem / Total 168 8 228 5 276 (0]

A - Pocet konfrol; B - Porusenf zékona / A - No. of inspections; B - Breach of law

Obr. 1. Polet vyrobcu lécivych pripravky, latek

a kontrolnich laboratofi a prehled provedenych
inspekci

Fig. 1. Numbers of manufacturers of medicinal
products, active substances and control laboratories
and an overview of completed inspections

Pocet / Number

140 124 125 126
120

100
80
60
40
20

o

2009

2010 2011

u Vyrobci LP, LL a KJ Obdobi / Period
/ Manufacturers of med. products, active subst. and control labs

m Polet inspekci / Number of inspections

B Polet poruseni zdkona / No. of breaches of law

Spravna laboratorni praxe (SLP)

V roce 2011 bylo evidovéno celkem 13 drziteld Certifikatu
spravné laboratorni praxe s prevazujicim rozsahem &innosti to-
xikologické studie, kteif jsou zafazeni do Nérodntho programu
SLP. V tomtéz roce byly provedeny 2 ndsledné kontroly drziteld
certifikatu SLP.

Obr. 2. Piehled provedenych inspekci KPB v letech
2009-2011
Fig. 2. Number of KPB inspections conducted in

2009-2011
102
88

Pocet / Number
Poget inspekei TZ,

140
120 w2009
12010
100 45011
80
60

59 55
45
: Dl s
(o]

Pocet inspekel ZTS  Pocet inspekei SKP +

+KB / No. of EK / No. of GCP + OZ a Ol /No.
inspections of blood EC inspections of TC, DC and DL
centres and banks inspections

KPB - Oddegleni klinickych praxi a dohledu nad zpracovdnim biologickych
materigl / KPB - Department of Clinical Practices and Surveillance Over Bio-
logical Material Processing

Good laboratory practice

In 2011, 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, 2 follow-up inspections of holders
of GLP certificates were conducted.
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Spravna klinicka praxe (SKP)

V pribéhu roku byly provedeny: 2x cilend tvodni inspekce
u zkousejicich pro EMA v CR k 2adosti o registraci, 1% systé-
movd néslednd kontrola zkousejicich klinické jednotky ZZ, 1x
cilend vvodnf kontrola zkousejictho u studie s ockovacimi latka-
mi a 1% cilend tvodni kontrola koordinujictho zkousejictho, 1x
cilend vvodni kontrola zadavatele na podnét, 2% cilend dvodni
kontrola zkousejictho u studie s ockovacimi latkami na podnét,
1x cilend ndslednd kontrola CRO /koordinujiciho zkouzejictho
na podnét, 1% cilend dvodni kontrola ve ZZ na podnét nakle-
danf s IMP v lékame, 7 tvodnich systémovych kontrol misinich
EK, 1x systémova ndéslednd kontrola EK na zdakladé zadosti
o MEK, 2% naslednd konfrola napravnych opafieni EK na za-
klade zadosti o MEK, 8 systémovych naslednych kontrol multi-
centrickych EK (celkem 29 kontrol - viz tab. 2).

Opatieni a sankce
V roce 2011 nebylo zjisténo poruseni zékona o lécivech a ne-
byly ulozeny pokuty.

Certifikace

Bylo vydano celkem 587 riznych certifikato (648 v roce 2010),
z Cehoz je obdobné jako v minulych letech nejvyssi pocet cer-
fifikatd vydanych na é&ivé piipravky (471). Poinspekent cerfifi-
katy se vkladaji do EudraGMP databdze, kierou vede EMA.
Viechny certifikaty byly vydany v 30dennf [hotg, resp. v pipadé
certifikétd po inspekei v 90denni [hoté.

Obr. 3. Vydané certifikdty
Fig. 3. Issued certificates

Pocet / Number

Good clinical practice (GCP)

In the course of the year, the Insfitute carried out: 2 targefed initial
inspections at investigators’ for the EMA in the Czech Republic
for markefing authorisation application, 1 systemic follow-up
inspection of investigators of the healthcare facility clinical unit,
1 targeted initial inspection of the investigator in a vaccine study
and 1 targeted initial inspection of a coordinating investigator,
1 targefed initial inspection of the sponsor initiated by report, 2
fargeted inifial inspections of the investigator in a vaccine study
inifiated by report, 1 targeted follow-up inspection of CRO/
coordinating investigator initiated by report, 1 targeted initial
inspection in a healthcare facility iniiated by report of handling
IMP at pharmacy, 7 initial systemic inspections of local ECs, 1
systemic follow-up inspection of EC initiated by application for
MEC, 2 follow-up inspections of corrective action of EC based
on application for MEC, 8 systemic follow-up inspections of
multicentric ECs (29 inspections in fotal - see Table 2).

Actions and penalties
In 2011, no breach of the Act on Pharmaceuticals was identified
and no fine was imposed.

Certification

587 various certificates were issued in total (648 in 2010), of
which, like in the previous years, the highest number was the
number of certificates issued for medicinal products (471). Post-
inspection certificates are entered in the EudraGMP dafabase
maintained by EMA. All certificates were issued within the 30-

day period, or, in the case of postinspection certificates, in the
Q0-day period.

600 w2009
533 = 2010
500 m 2011
400
300
200
100 88 68 E2
0 L —
Pro lécivou latku Pro lécivy pifpravek SLP SVP pro vyrobcee lécivych EU Pro vyrobce a konfrolni
For active For medicinal Glp latek MRA laborafote po inspekci
substances products GMP for manufacturers For manufacturers and

control laboratories
- postinspection

of active substances
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Posouzeni splnéni SVP v ramci registracni
agendy

Bylo prijato celkem 1692 pifpadd (pokles oprofi roku 2010
o 18 %), viechny byly v ferminu vyfizeny.

Zavady v jakosti léciv

Od 1. 12. 2010 bylo vytvofeno nové oddéleni zavad v jakosti
a enforcemenfu, které se v ramci své agendy zabyvalo fesenim
zavad v jakosti léciv, konfrolou dodrzovani povinnosti drziteld

registrace hlasit uvedent, preruieni, ukonceni dodavek registro-

vanych lé&ivych pfipravkd na trh a oblasti enforcementu.

V oblasti zavad v jakosti l&civ naddle stoupd pocet piijatych pod-

néto, tento stav frva od roku 2009. Porovndni poctd podnétd za
obdobi od roku 2007 do roku 2011 je uvedeno v tabulce 4.

V roce 2011 se podnéty tykaly nejen registrovanych lécivych

pfipravko, ale také lécivych latek urcenych pro piipravu léci-

vych pifpravkd v Iékamach (retracyklin, dexamethason, jod).

Ve viech pfipadech zasahy provadéli sami provozovatelg,
Ustav jejich opatieni pouze monitoroval &i korigoval.

Prostfednictvim systému rychlého varovani (Rapid Alert System)
zemi EU, MRA PIC/S Ustav pfijal a vyhodnotil celkem 124
zprév o zavaddach v jakosti [éciv.

Naddle probiha vzajemna vyména informaci se SUKL v Brati-

slavé, z jehoz sfrany jsme v roce 2011 obdrzeli ngkolik podnéto.
Mezi prijatymi podnéty jsou také hlaseni neshody vyrobniho
mista lécivého pripravku nebo lécivé latky se zdsadami SVP
(Spravné vyrobni praxe). Takovych podnétt oddgleni fesilo

v roce 2011 celkem 30.

Tabulka 4. Zdvady v jakosti
Table 4. Quality defects

Assessment of GMP compliance within the
scope of marketing avthorisation procedure
1,692 cases in total were received (a 18% drop compared fo
2010), all of which were dealt with within the time limit.

Quality defects of pharmaceuticals

As of December 01 2010, a new department for Quality
Defects and Enforcement has been created which, within
the scope of ifs office work, dealt with the solution of quality
defects of pharmaceuticals, inspections of compliance with the
marketing authorisation holders' duty to report on placement on
the market, suspension or termination of supplies of authorised
medicinal products on the market, and the area of enforcement.

In the sphere of quality defects of pharmaceuticals, the number
of reports received is still increasing; it has been growing since
2009. The comparison of the numbers of received reports for
the period from 2007 to 2011 is provided in Table 4.

In 2011, the reports were pertaining not only to authorised
medicinal products, but also to active substances intended for
preparation of medicinal products in pharmacies [tefracycline,
dexamethasone, iodine).

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

Via the EU, MRA PIC/S Rapid Alert System, the Institute
received and evaluated a total of 124 reports on quality defects
of pharmaceuticals.

Exchange of information with the Slovak State Institute for Drug
Control (SUKL) in Brafislava sfill continues and in 2011, the
Insfitute received a number of reports from SUKL.

Received reports also include reports on non-compliance of
the manufacturing site of a medicinal product or an active
substance with the GMP principles. The department addressed
a fotal of 30 such reports in 2011.

mmmm-

Prijaté podnéty celkem / Received reports in total
Podnéty z CR / Reports from the Czech Rep.
Podnéty ze zahrani&i / Reports from abroad
Vedlo ke stazenf / Resulted in recalls

Vydané RV / Issued RWs

Vydané RA / Issued RAs

116 107 141 150 203
Q6 Q8 Q4 Q8 124
31 34 19 47 129
1 4 5 5 2
1 1 2 1 5

RV - rychld vystraha, RA - Rapid Alert / RW - Rapid Warning, RA - Rapid Alert
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V rémci feseni zavad v jakosti byla provedena G&inng opattent
ke snizeni dopadu zdvady v jakosti na zdravi pacientd. Prehled
opatteni provedenych pifi fedeni zavad v jakosti u jednotlivych
lecivych pripravkd (kédy SUKL) i v roce 2011 je uveden v fa-
bulce 5.

Obr. 4. Poéet podnéti a stahovéni lééivych
pripravko

Fig. 4. Number of reports and recalls of medicinal
products

Pocet / Number

400

m Podnéty / Reports 357
350 m Stahovani / Recalls
300
250 235 -

212 205
200
150 129
100

47
50 31 34 19
0
2007 2008 2009 2010 2011

Obdobi / Period

Ve 2 piipadech bylo piikrogeno ke stazeni z Grovné paciento.
Jednalo se o lé¢ivy pripravek Thl. Magnesii Lactici 0,5 GLO,
POR TBL NOB, 100x500 mg, &. 5. 0149060611 z divodu
mozného nardstu plisni v baleni a lécivy pripravek Stopangin,
ORM SPR, 1x30 ml, & 5. 3A011070 z divodu zavady v jakosti
na aplikdtoru.

Oddéleni se ddle zabyvalo konfrolou dodrzovani povinnosti
drzitele registrace stanovené v ustanoveni § 33 odst. 2 z&kona
&. 378/2007 Sb., o lécivech a o zméndch nékterych souviseif-
cich zakond (zakon o lé&ivech), v aktualnim znéni, které uklada
drziteli rozhodnutf o registraci povinnost po vydani rozhodnutf
o registraci oznamit Ustavu datum skuteéného uvedent lécivého
pipravku podle velikosti baleni a typti obalt na trh v Ceské
republice; stejnym zpUsobem je rovn&z povinen ozndmit Ustavu
nejméné 2 mésice pfedem preruseni nebo ukonceni uvédén [é-
&ivého piipravku na trh v Ceské republice. Dojde-i k obnoveni
uvadéni lé&ivého piipravku na trh, je drzitel rozhodnuti o regist-
raci povinen oznamit neprodlené tuto skutecnost Ustavu.

V souvislosti s touto agendou oddélent vydalo 22 vyzev drzi-
teldm registrace ke splnéni této povinnosti a nasledné také pfi-
kazy celkem 38 drzitelom, které se tykaly nedodrzenf uvedené
povinnosti u 38 lécivych piipravkd (kody SUKL) v celkové vysi
380 000,- Ke.

Within the scope of the solution of quality defects of
pharmaceuticals, effective actions have been taken to reduce
the impact of the quality defect on patient health. Table 5 gives
an overview of actions taken as part of solving the quality
defects in individual medicinal products (SUKL codes) in 2011.

Tabulka 5. Provedend opatfeni v roce 2011
Table 5. Actions taken in 2011

Provedena opatreni / Actions taken Pocet
/ No.

Stazenf z Grovn& ZZ / Recalls at healthcare

" 127
facility level
StaZeni z Grovn& pacientt / Recalls at patient level 2
Pozastaveni vydeje a légebného pouziti /
. : : 8
Suspended dispension and therapeutic use
Pozastaveni distribuce / Suspended distribution ]

RV - rychld vystraha, RA - Rapid Alert / RW - Rapid
Warning, RA - Rapid Alert

Products were recalled at patient level in 2 cases. The medicinal
products recalled at this level were Tbl. Magnesii Lactici 0.5
GLO, POR TBL NOB, 100x500 mg, batch No. 0149060611,
due to possible growth of moulds inside the package, and
Stopangin, ORM SPR, 1x30 ml, batch No. 3A011070, due to
a quality defect of the applicator.

The department was also involved in the control of the
compliance with the marketing authorisation holder’s duty laid
down in Section 33, paragraph 2 of Act No. 378,/2007 Coll,
on Pharmaceuticals and on Amendments to Some Related Acts
[Act on Pharmaceuticals), as amended, which imposes on the
marketing authorisation holder the duty to nofify the Institute,
after the issue of the markefing authorisation, of the dates of
actual placement of the medicinal product onto the market in
the Czech Republic by pack size and packaging type; likewise,
the marketing authorisation holder shall nofify the Institute of the
suspension or fermination of markefing of the medicinal product
in the Czech Republic no lafer than two months in advance
thereof. Should the markefing of the medicinal product be
resumed, the marketing authorisation holder shall be obliged to
forthwith nofify the Institute to this effect.

In relation to this sphere, the department issued 22 invitations
for the marketing authorisation holders to comply with this duty
and, subsequently, also orders to a total of 38 MA holders
which concerned the failure to comply with the notification duty
in 38 medicinal products (SUKL codes) in the total amount of
CZK 380,000.
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4.8 Farmakovigilance

V roce 2011 bylo pfijato 2387 primarnich hlaseni o podezient
na nezadouci tcinky z Gzemi Ceské republiky a k nim bylo pro-
vedeno 552 follow-up” hlégeni (ovéteni nebo doplnéni infor-
mace u hlésictho). Od zdravomickych pracovnikd bylo obdrze-
no 1542 hlasent (viechna hlggeni byla v souladu se zakonnymi
pozadavky predéna pfislusnym drzitelom rozhodnuti o registra-
ci) a 845 hlasenf zaslali drzitelé rozhodnutf o registraci.

Periodické zprévy o bezpecnosti jednotlivych pripravkd (PSUR)
byly, stejn& jako v minulém roce, hodnoceny pouze u pifpravks,
u kterych bylo identifikovéno bezpecnosinf riziko nebo bylo ne-
zbytné ddaje o lécivém pripravku pfehodnotit v ndvaznosti na
regulani procedury EU. V roce 2010 bylo piedlozeno 1891
zprav. Do ceské klinické praxe byly ve spolupréci s oddélenim
registraci probézné prendseny zavéry CHMP a CHMP Phar-
macovigilance Working Party. Ustav zvefejnil 35krat informaci
uréenou zdravotnické ¢i laické vefejnosti tykajici se bezpecnosti
lécivych pifpravkd na své internetové strance, ve Farmakotera-
peutickych informacich nebo v dalsich médiich. Ve spolupraci
s drziteli rozhodnuti o registraci zvefejnil 46 dopist pro zdravor
nické pracovniky tykajicich se aktualizovanych informaci k bez-
pecnému pouzivani lécivych pripravkd a 65 edukaénich mate-
riald zaméfenych na zvyseni bezpecnosti pouZzivani predeviim
nové registrovanych lécivych pripravkd.

Ustav vydal 4 ¢isla Informagniho zpravodaje nezédouc 6&inky,
ve kterém byly zvefejnény akiudlni informace tykaijici se bezpec-
ného pouzivani léciv.

Obr. 1. Pocet hldsenych podezieni na nezddouci
O&inky z Ceské republiky a zdroj jejich hléseni

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

® Poget hléSenych podezfeni na NU z CR /

Number of suspected adverse reactions from the Czech Republic

m Zdroj hléseni zdravotnici /

The source of the report were hedlthcare professionals

B Zdroj hléseni drzitelé rozhodnuti o registraci /
The source of the report were MA holders

4.8 Pharmacovigilance

In 2011, 2,387 primary reports of suspected adverse reactions
from the territory of the Czech Republic were received, and
552 follow-up reports relevant thereto were made (verification
or obtaining of additional information with/from the reporter).
1,542 reports were received from healthcare professionals (all
of the reports were, in compliance with the legal requirements,
handed over to the relevant markefing authorisation holders);
and 845 reporfs were sent by marketing authorisation holders.

(PSUR) for individual

products were, like in the previous year, evaluated only for

Periodic  Safety Update Reports

products where a safety hazard was identified or where
it was necessary fo review data of the medicinal product in
respect of the EU regulatory procedures. In 2010, 1,891
reports were submitted. The conclusions of CHMP and of
the CHMP Pharmacovigilance Working Party were being
transposed to the Czech clinical practice in cooperation
with the Marketing Authorisation department on an ongoing
basis. 35 times the Insfitute published information infended for
healthcare professionals or for the general public on the safety
of medicinal products on its website, in Farmakoterapeutické
informace (Pharmacotherapeutic Information, Fl) or in other
media. In cooperation with the marketing authorisation holders,
the Institute published 46 letters for healthcare professionals
regarding updated information on the safe use of medicinal
products as well as 65 educational materials targeted at
increasing the safety of the use of newly authorised medicinal
products in particular.

The Institute published 4 editions of the Adverse Reactions

Information Bulletin which provided current information on the
safe use of pharmaceuticals.

Poéet hlagenych podezieni / No. of suspected adverse
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4.9 Dozor v oblasti regulace
reklamy na |é&ivé pFipravky

Ustav se v roce 2011 zabyval celkem 171 podnéty na porusent
z¢kona & 40/1995 Sb., o regulaci reklamy, ve znéni pozdgj-
sich predpist (ZoRR). Oproti roku 2010 prijal v roce 2011 o 18
novych podnétd méng (146 nové prijatych podnétd v roce
2010). V roce 2011 bylo ukongeno 16 spravnich fizeni, jejichz
vysledkem bylo udéleni 18 pokut v celkové vysi 3 170 000,- Ke.
Nejvy3si pokuta ve vysi 750 000,- K& byla udélena za reklamu
zaméfenou na odbornou vetejnost, kierd porusila zékaz v sou-
vislosti s reklamou na humanni lécivé pripravky zaméfenou na
odbomiky jim nabizet, slibovaf nebo poskytovat dary nebo jiny
prospéch, ledaze jsou nepatmé hodnoty a maijf vztah k jimi vy-
konavané odbomé cinnosti, a zdroven porusila zakaz skryté
reklamy.

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

In 2011 the Insfitute investigated the fotal of 171 reports of
suspected breaches of Act No 40/1995 Coll., on Advertising
Regulation, as amended [Act on Advertising Regulation).
Compared to 2010 it received in 2011 by 18 new reports
less (146 newly accepted reports in 2010). In 2011, 16
administrative procedures were completed that resulted in
imposition of 18 fines in the aggregate amount of 3,170,000
CZK. The highest fine in the amount of 750,000,- CZK was
imposed for advertising focused on the professional public
which violated the ban, in connection with advertising for
medicinal products for human use targeted at professionals, on
offering them, promising them or providing them gifts or other
benefits unless such gifts or benefits are of negligible value and
are related fo professional activities pursued by them and also
violated the ban on hidden advertising.

Tabulka 1. Piehled podnéti fedenych pro podezieni na porudeni ZoRR
Table 1. Overview of investigated reports of suspected breaches of the Act on Advertising Regulation

Podnéty prevedené
z roku 2010 /

Reports brought

Nové prijaté podnéty | Celkovy
v roce 2011 /
Newly received

forward from 2010

Pocet podnétd / Number of reports
Seffent ukongeno / Completed investigation

Predéno k zahdjeni SR / Forwarded for commencement
of administrative procedure

Rozpracovéno / Pending
Ukonceno SR / Completed administrative procedure

Pocet pravomocnych pokut / Number of legitimate fines

Predmétem sefienych reklam byly v 45 % tigténé reklamni ma-
feridly, v 23 % webové strénky, sponzorovéni zaujimalo 5 %
a reklamni vzorky 27 % pifpadd.

Reklama na léky na predpis tvorila 69 % 3etienych pripadg,
reklama na léky voln& prodejné 27 % piipadd, 5 % podnéto
bylo postoupeno pfislugnym Gfaddm, nebof se netykaly reklamy
na humannf [é&ivé pifpravky.

Farmaceutické spole¢nosti nebo jejich prévni zastupci podali
9 % ozndmenf o mozném porusen( zakona, profesni organiza-

reports in 2011

43 128 171
28 102 130
15 % 24
0] 17 17
15 16 I3
14 18 33

The object of the investigated advertising were in 45% of cases
printed advertising materials, in 23% websites, in 5% sponsoring,
and in 27% promotion samples.

Advertising for prescription-only medicines represented 69% of
investigated cases; advertising for OTC medicines represented
27% of cases; 5% 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 9% of reports on suspected breach
of law, 4% of reports were filed by professional societies, 2%
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ce 4 %, anonymové 2 %, soukromé osoby 13 %, orgdny statni
spravy 2 % a pracovnici SUKL 70 % pfipado.

were anonymous, 13% were lodged by private individuals, 2%
by state administration bodies and 70% by the employees of

the Institute.

Obr. 1. Piehled podnéti Fesenych pro podezieni na poruseni ZoRR (2007-2011)
Fig. 1. Overview of investigated reports of suspected breach of the Act on Advertising Regulation

(2007-2011)
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Na zadost vydal Ustav 81 odbornych stanovisek k problemati-
ce zamyslené reklamy.

Dozor v oblasti rozhodovéni o povaze vyrobku

V roce 2011 zahdiil Ustav ve 105 piipadech roznych vyrob-
ki, nejcasteji doplitkt stravy a kosmetickych vyrobkd, 3effent
pro podezieni, ze vyrobek by mohl byt lécivym pifpravkem.
Ve 13 piipadech bylo rozhodnuto ve spravnim fizeni, Ze vyro-
bek je dle zakona o lécivech lécivym pripravkem.

4.10 Prosazovani prava

Aktivni dozor v oblasti nelegdlntho zachazeni s lécivymi pit-
pravky byl v roce 2011 zaméfen hlavné na oblasti zjisfovani,
vySetfovani, postih pfipadd distribuce a prodeji osobami bez
pfislusného povoleni a na oblast monitoringu internetového pro-
stiedi, ve kterém probihd nelegalni prodej lécivych pripravkd.

Ustav v oblasti prosazovani prava - enforcementu Gzce spolu-
pracuje s Celni sprévou, Policii CR, Ceskou obchodni inspekci,
Stamni zemédélskou a potravindiskou inspekei (SZPI) a Zivnos-
tenskymi ufady (ZU). Spolupréce je rozitena také na zahranié-
ni partnery, a to nejen pfi vyméné& informaci, ale i pfi vysetfovani
konkrétnich pifpadd s moznym mezindrodnim dopadem.

86
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42 43
30
22
7 5
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34
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Sponzoring Reklamnf vzorky
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The Institute issued 81 expert opinions on the issues of intfended
advertising upon request.

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

In 2011, the Institute commenced investigations of 105 cases
involving various products, most often dietary supplements and
cosmetic products, for suspicion that the product concemed
might be a medicinal product. In 13 cases it was decided
through an administrative procedure that the product is
a medicinal product referred 1o in the Act on Pharmaceuticals.

4.10 Enforcement

In 2011, active surveillance in the area of illegal handling of
medicinal products focused, in particular, upon the identification,
invesfigation, 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.
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Obr. 1. Kontrolni éinnost
Fig. 1. Control activities

Pocet / Number

120

Padélky

Counterfeit products

Proseffované podnéty (viasini
i obdrzené)
Investigated reports
(received + Institute’s own motions)

V roce 2011 bylo progetieno celkem 93 podnétd, vlastnich
nebo ziskanych. Pfi kontrolnich akcich v internetovém prostredi
pracovnici Ustavu Zjistili a effili @ pifpadd neregistrovanych lé-
&ivych pifpravkd, 4 pifpady padélkd lécivych piipravkd a 3 pit-
pady neoprévnéného zachdzen s registrovanymi lé&ivymi pif-
pravky.

Tabulka 1. Vysledky 3etfenych pFipadi
Table 1. Results of investigated cases
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Neoprévnéné zachdzenf s registrovanym
pfipravkem (az od . 2010)
lllegal handling of authorised products
[only since 2010)

Nelegdlni pripravky
lllegal products

In 2011, the total of 93 reports were investigated, either
received ones or the Institute’s own motions. During control
actions on the Infernet the employees of the Institute identified
and investigated 9 cases of non-authorised medicinal products,
4 cases of counterfeit products, and 3 cases of unauthorised
handling of authorised medicinal products.

Pripady ukonéeny / Cases concluded by mm

Sprévnim fizenim s ndvrhem na uloZenf sankce / Administrative procedure with proposed fines 10 2
Trestnim ozndmenim / Reports of crime 8
Preddnim podnétd jinym orgéndm (SZPI, apod.) / Case forwarded to other authorities (CAFIA, etc.) 2

Ustav v roce 2011 vypracoval pro Celni Gfady celkem 1205
stanovisek pro U&ely propusténi/nepropustén lécivych priprav-
ki dovazenych ze tretich zemi. Jednalo se o lécivé pifpravky,
které nebyly v Ceské republice a ani v jiném &lenském state EU
registrovang, nebyly spravné oznagené a jejich dovoz nebyl
uskutecfiovan v souladu s préavnimi predpisy. Pro Policii CR pak
bylo vypracovano 6 odbornych vyjadieni pro t&ely identifikace
lécivych pipravkd a objasnéni pravni Gpravy v oblasti vydeje,
distribuce, dovozu a vyvozu lécivych pifpravkd.

In 2011, the Institute prepared the total of 1,205 expert opinions
for the customs authorities for the purposes of release/non-
release of medicinal products imported from third countries.
These opinions concerned medicinal products that have been
authorised neither in the Czech Republic, nor in any other
EU Member State, haven't been properly labelled and their
import violated the applicable legislation. For the Czech Police
the Institute prepared & expert opinions for the purposes of
idenfification of medicinal products and for clarification of
legislation governing the dispensing, distribution, import, and
export of medicinal products.
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4.11 Zdravotnické prostredky

Dozorové &innost Ustavu v oblasfi pouZivani zdravotnickych pro-
sttedkd je zaméfena na plnéni pozadavkd zakona €. 123,/2000
Sb., o zdravotnickych prostfedcich a o zmé&né nékterych souvise-
jicich zakond, ve znéni pozdéjsich predpist (ddle jen ,z&kon").

Cilem pravidelnych kontrol Ustavu je zaiistit, aby zdravotni péce
byla poskytovana vhodnymi, bezpe&nymi a 0&innymi zdravot-
nickymi prosttedky tak, aby pii jejich spravném pouziti k oeeltm,
pro které jsou ur&eny, nedoslo k poskozeni zdravi poskytovateld
ani jejich uzivateld.

V roce 2011 bylo inspekiory odboru lékdrensivi a distribuce
provedeno celkem 103 kontrol u poskytovateld zdravoini péee
[stamnich i nestéinich zdravotnickych zafizeni), pfi kferych bylo
kontrolovano 774 zdravomnickych prosttedkd (ddle jen ,ZP").

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 (hereinafter
referred to as “the Act”).

The purpose of regular SUKL inspections is fo 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 2011, the inspecfors from the Pharmacy and Distribution
secfion carried out in total 103 inspections of healthcare
providers (both state and non-state healthcare establishments),
during which 774 medical devices were inspected (hereinafter
referred to as “MD") .

Tabulka 1. Kontroly ZP u poskytovateli zdravotni péée v roce 2011
Table 1. Inspections of medical devices carried out at providers of health care in 2011

Povaha inspekce /
Nature of the inspection

Celkové hodnoceni /
General rating

Celkem | Z toho na podnét /
/ Total | Of which initiated by report % % %
103 20 68

Sankce (navrh
na pokutu) /
Penalisation
(proposed fines)

66,0 2] 20,0 14 14,0 Q
Klasifikace: 1 - bez zévad nebo drobné zévady, 2 - vyznamné zévady, 3 - kritické zdvady /
Classification: 1 - No or minor defects, 2 - Major defects, 3 - Critical defects

Obr. 1. Polet kontrol v letech 2007-2011
Fig. 1. Number of inspections in 2007-2011
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Vtabulce 1 jsou uvedeny pocty inspekci a jejich celkové hodno-
cent stupnici 1 az 3 dle vyskytu a zavaznosti zjisténych zavad.

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

In total, 268 devices, which were put info operation before the
end of 1999, were inspected. 199 devices were found flawless,
in 69 devices 185 defects were identified (14 minor defects,
159 major defects and 12 critical ones); while 34 devices were
classified according to the degree of risk for users as Class llb.
For all of the 268 devices, documents on compliance with the
condifions of use of medical devices in the delivery of health
care were inspected.

The total number of inspected medical devices, which were
put info operation after 2000, was 506 devices, of which 351
devices were found to be flawless. In 155 devices 338 defects
in total were identified (72 minor defects, 255 major defects
and 11 crifical defects); in terms of the degree of risks for users,
87 of these devices were classified as Class Ilb. For all of the
506 devices, documents on compliance with the conditions
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Celkem bylo zkontrolovano 268 piistroju, které byly uvedeny
do provozu do konce roku 1999. Bez zavad bylo 199 pristrojg,
u 69 pfistroj0 bylo zjisténo 185 zdvad (14 drobnych zévad,
159 vyznamnych a 12 kritickych), pficemz 34 pfistroj0 paffilo
dle miry rizika pro uzivatele do klasifika&nf fidy Ilb. U viech
268 piistrojd byly kontrolovany dokumenty o splnéni podminek
pro pouzivani ZP pfi poskytovani zdravotni péce.

Celkovy pocet konfrolovanych ZP, které byly uvedeny do provo-
zu po roce 2000, byl 506 piistroj0, z toho bez zavad bylo 351
pfistrojo. U 155 pifstroji bylo identifikovano celkem 338 zavad
(72 drobnych zavad, 255 vyznamnych zévad o 11 zavad kri-
tickych), z toho bylo 87 piistrojil zatazenych dle miry rizika pro
uzivatele do klasifikaeni fiidy Ilb. U viech 506 piistroj byly
kontrolovany dokumenty o splnéni podminek pro pouzivani ZP
pfi poskytovani zdravotni péce.

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

m Kritickd zdvada 23 (4 %)
Critical defect

B Drobnd zévada
Minor defect

® Vyznamnd
zévada
Maijor defect

86 (17 %)

414 (79 %)

Dale byla provedena kontrola 152 stanovenych méfidel (z toho
neovéfenych bylo 25), z nichz bylo 120 tonometrd (z toho
18 nebylo ovéfeno), 3 audiometry, @ o&nich bezkontakinich
fonometr (z toho 3 nebyly ovéreny), 1 o&nf kontakini fonometr,
2 Schiotzovi, 5 aplana&nich o&nich tonometrd (z nich 1 neové-
fen), 4 osobnf vahy (z nich 1 neovétena), 4 autorefrakiokerato-
tonometry (z toho 2 neovéteny) a 4 alkotesty.

V souvislosli s prevedenim kompetenci pro oznameni zaméru
provést klinickou zkousku ZP v poloviné roku 2010 z Minister-
stva zdravotnicivi CR na Ustav, byl v roce 2011 Ustavu ozné-
men z&mér provést klinickou zkousku u 14 ZP.

V ramci kontrol klinickych zkousek ZP u poskytovatels zdravotni
péce bylo provedeno 14 kontrol, pfi kterych bylo zkontrolova-
no 10 zkousenych ZP. Pii vybéru kontrolovanych pracovisf se
vychézelo jednak z kladnych stanovisek vydanych Ustavem
k zaméru provést klinickou zkousku a jednak z informaci ziska-
nych ze zdravotnickych zafizent.

U probihajicich klinickych zkousek ZP v CR bylo hlaseno
47 zévaznych nezddoucich pithod (SAE).

of use of medical devices in the delivery of health care were
inspected.

Furthermore, inspection of 152 established measuring devices
(25 of them without verification] was conducted, of which
120 were tonometers (18 of them without verification), 3
audiometers, @ eye non-contact tonometers (3 of them without
verification), 1 eye contact tonometer, 2 Schiotz, 5 applanation
eye tonometers (1 of them without verification), 4 personal
scales (1 of them without verification), 4 Auto Refractometer,
Auto Keratometer and Tonometer combination units (2 of them
without verification) and 4 alcohol tests.

In connection with the transfer of competencies for the
nofification of the intention to carry out a clinical trial of medical
devices in mid-2010 from the Czech Minisiry of Health to the
Institute, in 2011 the Institute was notified of the intention to
conduct a clinical frial of 14 medical devices.

Within the scope of inspections of the conduct of clinical trials
on medical devices af healthcare providers' 14 inspections
were carried out, during which 10 tested medical devices were
inspected. The selection of workplaces to be inspected was based
upon posiive opinions issued by the Insfitute in respect of the
infention fo carry out a clinical frial and on information obtained
from healthcare establishments.

47 serious adverse incidents (SAE) were reported to the Institute
in respect of the ongoing clinical trials on medical devices in the
Czech Republic.

Investigation of adverse incidents and monitoring
of corrective action for medical devices. 114
adverse incidenfs 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.
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,
6 inspections at healthcare providers* and 4 inspections of the
manufacturer, importer and distributor were carried out.

The total number of reports on corrective action in respect
of medical devices received from competent authorities,
manufacturers or their authorised representatives, distributors or
importers, where applicable, was 742. Of the total number of
received reports, 439 concerned medical devices distributed
within the Czech market, see Fig. 3.

In 2011, the number of received reports on corrective action for
medical devices was comparable to 2010.
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Setieni nezdadoucich pfihod a monitorovéni né-
pravnych opat¥eni u ZP. Usiavu bylo nahlazeno 114 ne-
z&doucich pithod dévanych do souvislosti s pouZivanim ZP pfi
poskytovani zdravoini péce na uzemi Ceské republiky a ddle
bylo oznameno 7 nezédoucich prihod s mistem vzniku mimo
uzemi CR se ZP ceskych vyrobct. Ve viech piipadech bylo
zahdjeno Sefieni. V réamci Setfeni nezadoucich piihod bylo pro-
vedeno 6 kontrol u poskytovateld zdravotni péce a 4 kontroly
u vyrobce, dovozce nebo distributora.

Celkovy pocet prijatych hlaseni o napravnych opatenich tyka-
iicich se zdravotnickych prostiedkd od kompetentnich autorit,
vyrobcl nebo jejich zplnomocnénych zastupcd, distributord, pii-
padné dovozcl ¢inil 742. Z celkového poctu prijatych hlaseni
se 439 tykalo ZP distribuovanych na cesky trh, viz obr. 3

Pocet piijatych hléseni o napravnych opaffenich zdravomic-
kych prosttedkd za rok 2011 byl srovnatelny s rokem 2010.

V ¢ervnu 2011 zaal Ustav na svych webovych strankach
zvefejfiovat informace pro uzivatele (Bezpecnosini upozoms-
ni pro terén), které rozesila vyrobce, zplnomocnény zdastupce
nebo distributor v souvislosti s opatfenimi s cilem minimalizovat
opakovani nezadouc pithody. Na zakladé poruseni nebo ne-
splnénf povinnosti stanovenych zdkonem o zdravotnickych pro-
sttedcich byly podany névrhy na zahaijeni sprévniho Fizeni se 3
poskytovateli zdravomi péce a se 3 distributory zdravotnickych
prostiedk{.

V rémci spolupréce a svych kompetenci si Ustav a Ceské ob-
chodni inspekce, dozorové organy v oblasti ZP, vzéjemné pie-
davaly podnéty k seffent.

= No s dopadem pro CR / Corrective action with consequences for the Czech Republic
® No bez dopadu pro CR / Corrective action without consequences for the Czech Republic, m Celkem | Total

4.12 Normotvornd
a lékopisnd &innost

Pracovnice lékopisného oddéleni pripravily rukopis Ceského Ié-
kopisu 2009 - Dopliku 2012 (déle jen CL 2009 - Dopl. 2012).
Toto vydani obsahuje v Evropské ¢asti preklady textt dalsich fif
doplitkt 7. vydéni Eviopského lekopisu, 1j. Ph. Eur. - Suppl. 7.3,
Ph. Eur. - Suppl. 74 a Ph. Eur. - Suppl. 7.5, coz je celkem
271 textt, z toho 44 novych a 227 zménénych.

V obecné &asti Narodni ¢asti CL 2009 - Dopl. 2012 je nové
zafazena Tabulka XV: Vytésiovaci koeficienty &ipkd pripravend

In June 2011 the Institute sfarted to publish on its website
information for users (Field security alerts) that are distributed
by the producer, authorised representative or distributor in
connection with the measures aimed at minimising possible
recurrence of an adverse event. On the basis of breach of
or non-compliance with the obligations stipulated by the Act
on medical devices motions were filed for the commencement
of administrative procedure with 3 health care providers and
3 disfributors of medical devices.

Within their cooperation and competences the Insfitute and the
Czech Trade Inspection, supervisory authorities in the area of
medical devices, were mutually exchanging motions to initiate
invesfigations in the sphere of medical devices.

Obr. 3. Hléseni o ndpravnych opatienich ZP
prijatych v roce 2011 (NO)

Fig. 3. Corrective action reports in respect of
medical devices received in 2011
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4.12 Standardisation
and pharmacopoeial activities

The employees of the department of Pharmacopoeia prepared
a draft of Czech Pharmacopoeia 2009 - Supplement 2012
(hereinafter referred to as Ph.Cz. 2009 - Suppl. 2012). This
edition contains, in its European section, translations of the texts
of three supplements to the seventh edition of the European
Pharmacopoeia, i.e. Ph.Eur- Suppl. 7.3, Ph. Eur. / Suppl. 7.4
and Ph. Eur. - Supl. 7.5, which represents 271 texis in total, of
which 44 are new articles and 227 are review articles;
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ve spolupréci s farmaceutickymi fakultami a v plném znéni se
uvadsii ty revidované tabulky, kferé byly dopln&ny o udaje nové
zatazenych latek. Do Specidlni ¢asti Narodni &ésti byly nové
zafazeny 2 ¢lanky lé&ivych pripravko, v Eésti Lécivé latky je
nové& zatfazen 1 &lanek; tyto texty byly predlozeny k vetejnému
Seffeni (nofifikovany) a byly pod &islem 2012,/0017 /CZ ozn¢-
meny v souladu se smé&mici Eviopského parlamentu a Rady
98,/34/ES ze dne 22. €ervna 1998 o postupu pii poskytovani
informaci v oblasti technickych norem a predpist a pravidel pro
sluzby informagni spolecnosti, ve znénf smérmice 98,/48 /ES.

Na pfipravé CL 2009 - Dopl. 2012 se v koordinaci s lékopis-
nym odd&lenim podileli i dalsi odborni pracovnici Ustavu. Cesky
lékopis 2009 - Doplngk 2012 bude zévazny od 1. 9. 2012.

Pokracovala spoluprace s Evropskou lékopisnou komisi (ddle
ELK) na pripravé dalstho vydani Evropského lékopisu a na
pfipravé prekladd a revizi databdze Standard Terms. O z4-
vaznosti vyddani Eviopského Iékopisu informuje lékopisné odd.
v informagnich prostedcich SUKL. Pracovnice odboru se pravi-
deln& teasily zasedani ELK, zaseddni ndrodnich sekretariatd
lékopisnych komis a skupiny expertd ELK.

V roce 2011 bylo v oblasti normotvorné &innosti komentovéno
10 navrho prekladd ceskych technickych norem pro zdravotnic-
ké prostredky.

Tabulka 1. Cesky lékopis 2009

- Doplnék 2012

Table 1. Czech Pharmacopoeia 2009
- Supplement 2012

€L 2009 / Ph.Cz. 2009 Obecné stati, tabulky /
General articles, tables
44

Evropskd &ast / European part
Nérodni ¢ast / National part
Celkem / Total

The general section of the National part of Ph.Cz. 2009 -
Suppl. 2012 newly contains Table XV Displacement values for
suppositories prepared in collaboration with  pharmaceutical
faculties and full versions of those revised tables which were
supplemented with information on newly included substances
are provided. The Special secfion of the National part newly
includes 2 medicinal product arficles; section Active substances
newly contains 1 arficle; these texts were submitted for public
review (nofified) 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. 2012,/001/ /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. 2012. Czech
Pharmacopoeia - Supplement 2012 will be obligatory as of
September 1, 2012.

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.
The employees of the section regularly took part in the EPC
meetings, national secretariat staff meetings, and EPC expert
group meetings.

In 2011, 10 draft translations of Czech technical standards
for medical devices were commented on within the scope of

standardisation activities.
Elénky / Celkem /
Articles Total
227 271

12 3 21
56 230 292
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4.13 Sankce ulozené Ustavem

Ustav na zakladé zjisténi poruseni legislativnich pozadavks
v probéhu inspekei zahajuje sprévni fizeni, v rémci kterého je
dle zavaznosti zjisteného problému ulozena sankce dle zdko-
na. Od srpna roku 2011 zacal Ustav vyuZivat také moznosti
ukladat sankce na zéklade tzv. prikazu, dle spravniho fadu. Pre-
hled sankef ulozenych od roku 2009 dle jednotlivych zakond
ukazuje obr. 1.

4.13 Penalties imposed
by the Institute

On the basis of identified breaches of legislative requirements
in the course of inspections, the Insfitufe initiates administrative
procedures within which penalties referred fo in the Acts are
imposed according fo the severity of the identified problem.
Since August 2011 the Institute started to take advantage also
of the opfion to impose sancfions on the basis of the so-called
administrative order, under the Rules of Administrative Procedure.
An overview of penalties imposed since 2009 pursuant fo
individual acts is provided in Fig. 1.

Obr. 1. Celkové vyse ulozenych sankci, které nabyly pravni moci v letech 2009-2011
Fig. 1. Overall amount of penalties that came into force in 2009-2011

Vyse sankci v mil. K&(poéet) / Fine amounts in millions CZK (number)
4

3,5

3,081
(157*)

3
2,5
2
1,5
1

0,5 0,170 0,090

(2*) " (a7)

Zd&kon o névykovych latkach /
Act on Addictive Substances

Zdakon o lécivech /
Act on Pharmaceuticals

= Zé&kon & 378/2007 Sb., o lécivech, ve znéni pozdé&jsich
predpisd

= Zé&kon & 167/1998 Sb., o ndvykovych latkach, ve znéni
pozdésich predpisd

= Zé&kon & 526/1990 Sb., o cendch, ve znéni pozdé&jsich
predpisd

= Zdkon & 40/1995 Sb., o regulaci reklamy, ve zné&ni
pozdgjsich predpisd

= Zé&kon & 123/2000 Sb., o zdravotnickych prosttedcich, ve
znéni pozdéjsich predpisd

Zdakon o cendch /
Act on Prices

- Pocet sankei v daném roce / * - Number of penalties in the year

12009
3,215 3,170 m 2010
(187) (18*) m2011
0,080 0,099,035
(4*) (9%) (2)
| .

Zd&kon o regulaci reklamy /
Act on Advertising
Regulafion

Zd&kon o zdravotnickych
prostredcich /
Act on Medical Devices

Dle zdkona / Pursuant to Act

= ActNo. 378/2007 Coll., on Pharmaceuticals, as amended

= Act No. 167/1998 Coll., on Addictive Substances, as
amended

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

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

= Act No.
amended

123/2000 Coll, on Medical Devices, as
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Sekce cenové

a Uhradové regulace

Sekee provadi rozhodovéni o maximalnich cenach lécivych
pfipravkd a o vysi a podminkach jejich thrad. Proces stanovo-
vani maximdlnich cen a vyse a podminek thrady je individudlni
a piezkoumatelny, probiha v rezimu spravniho Fizeni s pevné
stanovenymi lhitami a plné respekiuje Evropskou transpareneni
smé&mici. Zadosti a podnéty jsou hodnoceny predeviim na z4-
klad& posouzeni G&innosti, bezpecnosti a nakladové efekiivity.
Ucastniky spravniho fizeni jsou ze zdkona zdravotni pojisfovny
a drzitelé rozhodnuli o registraci. Podnéty mohou podévat i pa-
cienfské organizace ¢&i odbomé spolecnosti.

4.14 Stanoveni cen
a Uhrad lé¢iv

V pribshu roku 2011 pracovnici Ustavu pokracovali ve stano-
veni maximalnich cen a vyii a podminek dhrady ze zdravotniho
pojisténi dle internich metodik zpracovanych v souladu se zako-
nem & 48/1997 Sb., o vefejném zdravotnim pojisténi a o zmé&-
n& a doplnéni nékterych souvisejicich zakond a souvisejicimi
pravnimi piedpisy.

Maximalni ceny vyrobce

Ustav i v roce 2011 pracoval na dokon&eni sprévnich fizent
o zméné& maximdalnich cen vyrobce zahdjenych z moci vfedni
v roce 2008 (celkem byla zahdjena revize u 3937 kodi SUKL
v 1642 spravnich fizenich). Redend sprévni fizeni v roce 2011
se tykala zejména lécivych pipravkd, u nichz oeastnici fizeni
podali opakované odvoléni a u kierych Ministersivo zdravot-
nictvi CR ndsledné rozhodlo o novém projednani t&chto piipa-
do. K 31. 12. 2011 nebylo ukoneno [rozhodnuti jiz bylo vy-
ddno) celkem 1 sprévnf fizeni v souhmu na 1 1é¢ivy pfipravek.

Ustav také ved| 185 fizeni z moci Gfedni o zruseni maximdlni
ceny a vy$e a podminek thrady u pfipravkd dlouhodobé neob-
chodovanych. Ddle probihala fizeni o stanoveni a zmé&né ma-

Price anad

Reimbursement
Regulation Branch

The Branch issues decisions on maximum prices of medicinal
products and on reimbursement amounts and condifions
for medicinal products. The process of maximum price and
reimbursement and
individual and may be reviewed; it is carried out in the form of

amount conditions  defermination s
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 reimbursement of
pharmaceuticals

In the course of 2011, the employees of the Insfitute confinued
to defermine maximum prices and amounts and conditions of
reimbursements from health insurance in compliance with the
infernal methodology draffed 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

Even in 2011, the Institute worked on the complefion of
administrative procedures regarding maximum exfactory prices
iniiated ex officio in 2008 (revision of a total of 3,937 SUKL
codes in 1,642 administrative procedures was commenced).
The administrative procedures dealt with in 2011 concemed
in particular medicinal products, in case of which parties to
the procedure repeatedly lodged an appeal and the Ministry
of Health of the Czech Republic subsequently decided on
reconsideration of these cases. As of December 31, 2011
a total of 1 administrative procedure concerning 1 medicinal
product in the aggregate has not been completed (the decision
has been already issued).
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Obr. 1. Poéet hrazenych a obchodovanych Ié&ivych pripravkd 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

12 000

10015

10 000 9685

8 000

6 000 5297

5844

4 000

2000

2010 201

Po&et kédis SUKL hrazenych ze ZP /
Number of SUKL codes covered by health insurance

uMCV

mOP

m Celkem /
Total

5509 5561

3109

3244

2010 201

Z toho poget kédo SUKL redIn& obchodovanych /
Of which actually marketed SUKL codes

MCV - [gky jsou regulovdny maximdini cenou vyrobce a obchodnf pfirdzkou, OP - léky jsou regulovdny pouze obchodnf pfirdzkou a vztahuje se na né

ohlasovaci povinnost ceny pivodce / MCV -medicinal products are regulated by the maximum ex-factory price and profit margin, OP - medicinal products are

regulated only by profit margin and are subjected to the producer price notification duty

ximdlnich cen v ramci individudlnich spravnich fizeni na zadost
drzitele rozhodnuti o registraci.

V roce 2011 byla rozhodnuti Ustavu o vysledku cenovych
soutezi zrudena nadfizenym sprévnim organem Ministerstvem
zdravornicivi (v referengnich skupinach 87/1 - léciva k terapii
Alzheimerovy choroby, p. o. a transderm. aplikace, setrony, pa-
rent. a rekt. aplikace, 1/3 - lé&iva k terapii gastroduodendini
viedové choroby a reflexni choroby jicnu, inhibitory profonové
pumpy, p. 0. a 25/3 - antihypertenziva, antagonisté angio-
tenzinu Il samotné, p.o.). Ustav tak vydaval opétovné rozhod-
nutf o vitéznych nabidkach, na zéklads kterych Ustav v roce
2011 znovu zahajoval sprévni Fizeni k Gpravé zakladni ohrady
pislusnych referenénich skupin nebo vysledek cenové soutéze
uplatil v probihajicim reviznim fizeni. Vzhledem k obtizné im-
plementaci vysledku soutéze do thrad lécivych pripravkd byla
cenovd soutéz zakonem & 298 /2011 Sb. s ¢innosti od 1. 12.
2011 nahrazena thradovou soutézi.

The Institute also conducted 185 ex officio procedures on
cancellation of maximum price and the amount and conditions
of reimbursement in respect of products that have not been
marketed in the long term. Furthermore, procedures regarding
defermination and change of maximum prices within the scope
of individual administrative procedures upon request of the
marketing authorisation holder continued.

In 2011, the decisions of the Institute on the outcome of price
tenders were cancelled by the Ministry of Health, the superior
administrative authority (in reference groups 87/1 - drugs
for the treatment of Alzheimer's disease, p.o. and fransdermal
applications, setrons, parenteral and rectal application, 1/3 -
drugs for the freatment of gastroduodenal ulcer disease and
gastro-oesophageal reflux disease, proton pumps inhibitors,
p. 0. and 25/3 - antihypertensives, angiotensin Il anfagonisfs,
separate,
about winners of price tenders, based on which the Institute

p.o.]. Hence, the Institute repeatedly decided

in 2011 again commenced administrative procedure aimed at
adjustment of the basic reimbursement of the relevant reference
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groups or applied the outcome of price tender in the ongoing
revision procedure. Due fo difficult implementation of the
outcome of price fenders into prices of medicinal products, the
price tender was replaced by Act No 298,/2011 Coll., with
effect as of December 1, 2011 by the reimbursement tender.

Piehled spravnich Fizeni Overview of administrative procedures

Tabulka 1. Piehled individudlnich spravnich Fizeni - samostatné SR k MCV
Table 1. Overview of individual administrative procedures - individual administrative procedures in
respect of maximum ex-factory price

Zadosti o stanoveni maximaélni ceny vyrobce 2011 / Poéet kédi SUKL /
Applications for maximum ex-factory price determination in 2011 No. of SUKL codes
Probihalo / Pending 152
Rozhodnuto / Decided 105

Poddno odvolani / Appeal filed
Nabylo pravni moci / Came info force

Poéet kédi SUKL /
No. of SUKL codes

Zadosti o zménu maximdlni ceny vyrobce /

Applications for maximum ex-factory price changes

IO
oo —

Probthalo / Pending 105
Rozhodnuto / Decided 76

Poddno odvoldani / Appeal filed 47

Nabylo prévni moci / Came into force 10

Zadosti o zruseni maximalni ceny vyrobce /
Applications for maximum ex-factory price cancellation No. of SUKL codes
Probihalo / Pending 70
Rozhodnuto / Decided 36

Poddno odvoldani / Appeal filed 0

Nabylo prévni moci / Came into force 36
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Tabulka 2. Piehled poétu kédd LP/PZLU v cenovych pdsmech 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

Pésmo MCV / Maximum 0 e.m
cetamory i zon (O 8 8 8 N 23 o o A
Do 20 K& veeingé / Up to 20 CZK inclusive 414 411 423 427 429 412 413 405

Nad 20 K& - 50 Ké& véetné / More than
20 CZK - 50 CZK, inclusive

Nad 50 K& - 100 Ke& v&etné / More than
50 CZK - 100 CZK, inclusive

Nad 100 K¢ - 200 Ké& veetné / More
than 100 CZK - 200 CZK, inclusive
Nad 200 K¢ - 300 K& véetné / More
than 200 CZK - 300 CZK, inclusive
Nad 300 K& - 500 K& véetné / More
than 300 CZK - 500 CZK, inclusive
Nad 500 K& - 1000 K& véetné / More
than 500 CZK - 1000 CZK, inclusive

Nad 1000 K& - 2000 Ké& veeiné / More
than 1000 CZK - 2000 CZK, inclusive

Nad 2000 K& - 3000 K¢ veemné / More
than 2000 CZK - 3000 CZK, inclusive

Nad 3000 K& - 5000 K véetné / More
than 3000 CZK - 5000 CZK, inclusive

Nad 5000 Ke& - 10 000 Ke& veetns /
More than 5000 CZK - 10 000 CZK, 329 346 346 340 354 357 357 365 364 365 357 367

inclusive

Nad 10 000 Kg& - 20 000 K& veeing /
More than 10000 CZK - 20000 CZK, 224 234 240 232 231 242 246 246 248 254 252 259

inclusive

Nad 20 000 K& - 30 000 K¢ veeing /
More than 20 000 CZK - 30 000 CZK, 79 75 4 /0 /9 /9 /8 81 84 86 85 87

inclusive

Nad 30 000 K¢& - 50 000 K véetné /
More than 30 000 CZK - 50 000 CZK, 65 63 62 60 54 52 52 52 52 52 52 57
inclusive

Nad 50 000 K& - 100 000 K véetné /
More than 50 000 CZK - 100 000 CZK, 34 35 35 39 40 40 40 38 39 39 39 39
inclusive

Nad 100 000 K& / More than 100 000
CzZK

Pocet kéd / Number of codes Q342 9219 Q094 9219 925¢ 9312 9334 Q401 9613 9718 9909 9982

Q48 Q22 894 926 919 924 Q30 968 1013 1011 1019 1028

1267 1251 1220 1231 1237 1249 1251 1279 1301 1300 1326 1300

1608 1584 1550 1556 1565 1566 1573 1580 1617 1642 1680 1704

761 738 724 816 824 827 836 832 848 853 878 8/

1079 1046 1041 Q72 Q81 Q79 Q73 972 1004 1027 1057 1056

Q93 978 Q69 1009 1014 1020 1023 1015 1066 1093 1139 1186

/780 774 774 756 755 758 757 762 /77 798 836 866

385 379 380 394 385 392 395 402 39 400 389 379

353 360 364 375 381 381 375 378 373 375 384 388

23 23 23 7 7 19 19 19 18 18 18 19
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o’ * - o »
Snizeni dle Snajdrova balicku

V souvislosti se z&konem &. 76,/2011 Sb., o piechodném snize-
ni cen a thrad lé&iv (tzv. Snajdrov balicek), dolo od 1. 4. 2011
k 7% snizeni stanovenych maximalnich cen vyrobce a ohlasova-
nych cen pivodce. Z celkového poctu 10 015 hrazenych kodo
SUKL doslo k 7% poklesu ceny u 3 288 kod SUKL

Vliv 7% snizeni cen dle Snajdrova balicku se projevoval v pro-
béhu 2. - 4. kalenddiniho ctvitleti roku 2011. Usporovy efekt to-
hoto opatieni dopada na lécivé pipravky, kieré jesté neprosly
revizi Ghrad. Vzhledem k tomu, ze Ustav do konce roku 2011
zrevidoval Ghrady viech 1é&ivych pripravkd, Usporovy efekt se
ke konci roku 2011 vyznamné snizil.

Ustav rozhodoval v 58 sprévnich fizenich o udéleni vyjimky ze
snizeni maximdlni ceny vyrobce. Veskerd vydand rozhodnuti
nabyla pravni moci.

Meziro¢né az do 1. 1. 2012 pokracoval pokles podilu lécivych
pfipravkd deregulovanych maximdini cenou (OP) a naopak se
zvysoval podil lécivych pifpravkd regulovanych maximalni ce-
nou vyrobce [MCV). K obratu doglo od 1. 1. 2012, kdy vstou-
pilo v Geinnost cenové rozhodnuti FAR, kieré dereguluje lécivé
pfipravky obsahuijici jednu ze 133 lécivych latek.

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

Reductions pursuvant to Snajdr’s package

In connection with Act No 76/2011 Coll. on temporary
reduction of prices and reimbursement of medicinal products
(the so-called Snajdr's package), a 7% reduction of determined
maximum ex-factory prices and nofified producer prices was
implemented as of April 1, 2011. Of the total number of 10,105
reimbursed SUKL codes, the 7% price reduction was applied to
3,288 SUKL codes.

The impact of 7% reduction of prices pursuant to Snajdr's
package was obvious in the course of the 2nd - 4th calendar
quarter of 2011. The savings effect of this measure affects
medicinal products that have not yet been subject to the
reimbursement revision. Due to the fact that the Insfitute fill the
end of 2011 revised reimbursements of all medicinal products,
the savings effect was significantly decreased at the end of
2011,

The Insfitute decided in 58 administrative procedures on
granting an exemption from reduced maximum ex-factory price.
All of the issued decisions came into force.

On the yearonyear basis till 1 January 2012 a decrease in
the share of medicinal products deregulated by maximum price
(OP) continued and on the other hand the share of medicinal
products regulated by the maximum exfactory price (MCV)
increased. The situation changed as of January 1, 2012, when
the FAR pricing decision that deregulates medicinal products
confaining one of 133 active substances took effect.

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 redIn& obchodované - celkem / Reimbursed and actually marketed - total

Z toho pokles ceny o 7 % - celkem / Of which 7% price reduction - fotal

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

Z toho s regulaci typu MCV / Of which MCV regulation type

5510
3288
1334
1954

A - Pocet kody SUKL (k 1. 4. 2011) / Number of SUKL codes (as of April 1, 2011)

Vyvoj promérnych cen pro konéeného
spotiebitele

V pifpadé lécivych pripravkd regulovanych MCV doslo celkove
k narostu promémé ceny za baleni. Tento nardst je zpdsoben
zejména zménou strukiury doddavanych [écivych pifpravko.
Prestoze celkové doslo oproti srovndvanému obdobi k poklesu
dodaného poctu baleni o 3,1 %, vzhledem k poklesu poctu
balenf v prvnim cenovém pasmu (0-150) a druhém cenovém
pasmu [150-300), a také k vyznamnému ndristu pociu balenf

Development of average prices for end users

In case of medicinal products regulated by the maximum ex-
factory price (MCV], in general the average price per package
increased. This increase is caused in parficular by a change in
the structure of the delivered medicinal products. Although in
general the delivered number of packages dropped by 3.1 %
against the compared period due to a decrease in the delivered
number of packages in the first price zone (0-150 CZK) and
the second price zone (150-300 CZK) and also the number of
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[0 25 %) v sedmém cenovém pésmu (5000-10 000), doslo ke
snizeni vahy levnych” pfipravkd oproti pifpravkdm s vyssi ce-
nou. Ndrdst primé&mé ceny pfipravku je v fomfo pifpadé zbrz-
dén poklesy promérné ceny ve vétsing pasem (obr. 2).

packages increased significantly (by 25%) in the seventh price
zone (5,000-10,000 CZK|, the weight of “cheap” products
dropped compared to products with higher price. An increase
in the average price of the product in this case was reduced by
drops in average price in most zones (Fig. 2).

Obr. 2. Pohyb cen v jednotlivych cenovych pésmech dle regulace MCV
Fig. 2. Price movements in individual price zones by MCV regulation

Pohyb cen v jednotlivych cenovych pasmech dle regulace MCV, rozdil mezi 4Q/2010 a 4Q/2011 /
Price movements in individual price zones by MCV regulation 4Q/2010 versus 4Q/2011
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V pfipadé lécivych pifpravkd regulovanych pouze OP zazno-
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Ze v poslednich &tyfech pasmech dochdzi k navyseni primémé
ceny za baleni. To je zpUsobeno skute¢nosti, Ze drtivé vétiina
pfipravkd je soustted&nd do prvnich &yt cenovych pasem a po-
slednf cenovd pésma predstavuji pouze malou véhu.
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In the case of medicinal products regulated by OP only the
overall average price per package stagnated, although in the
last four zones the average price per package increased. This
has been caused by the fact that the overwhelming majority of
products is concentrated in the first four price zones and the last
price zones only represent a small weight.

Obr. 3. Pohyb cen v jednotlivych cenovych pasmech dle regulace OP
Fig. 3. Price movements in individual price zones by OP regulation

Pohyb cen v jednotlivych cenovych pasmech dle regulace OP, rozdil mezi 4Q/2010 a 4Q/2011 /
Price movements in individual price zones by OP regulation 4Q/2010 versus 4Q/2011
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V pifpadé lécivych pripravkd neregulovanych Ize konstatovat
narst celkové primeémé ceny za baleni vy3si nez v pripadé re-
gulovaného segmentu. Vahy jednotlivych cenovych pasem jsou
v tomto pifpadé rozlozeny vice rovnomémé. Navzdory vysadnf
pozici prvniho cenového pasma, celkovou primémou cenu vy-
razné ovliviiuje i pasmo poslednf.

In case of medical products not subjected to regulation there
was a higher increase in the overall average price per package
higher than in the case of the regulated segment. The weights of
individual price zones are in this case distributed more evenly.
Despite the privileged position of the first price zone, the total
average price is significantly affected also by the last zone.

Obr. 4. Pohyb cen v jednotlivych cenovych pasmech u neregulovanych LP
Fig. 4. Price movements in individual price zones for medicinal products not subjected to regulation

Pohyb cen v jednotlivych cenovych pasmech u neregulovanych LP, rozdil mezi 4Q/2010 a 4Q/2011
Price movements in individual price zones for medicinal products not subjected to regulation 4Q/2010 versus 4Q/2011
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Zdrojem predchozich dat je hlaseni distributord dle ustanoveni
z&kona & 378/2007 Sb., o légivech a o zmé&nach n&kterych
souvisejicich z&kon0 (zakon o lé&ivech), ve znéni pozdéjsich
predpisd.

Piehled nej¢astéji distribuovanych pripravku,
u kterych doslo ke zméné MCV

Z povinnych pravidelnych hlaseni distributord o realizovanych
dodavkach légivych pripravkd (DIS-13) byl zpracovan prehled
desefi nejcastgji distribuovanych lécivych pripravkd o také de-
sefi pripravkd s nejvétsim finan&nim objemem dle ceny vyrobce,
u kferych doslo ke zmé&né maximalni ceny vyrobce. Z nize uve-
deného je zfejmé, ze v segmentu relativné levnych lécivych pit-
pravky byl zaznamendan cenovy ndrist, ktery sice predstavuje
nizkou nominalni hodnotu, je ale vyznamny diky velkému obje-
mu doddvanych balent. V segmentu relativné drahych pifpravkd
ie naopak mozno sledovat mimy a stabilni pokles regulované
ceny.

-1,76

500 - 1000

26,81

8,45

6,40

-7,50

1000 - 2500 | 2500 - 5000 ' 5000 - 10000 nad 10 000
Ké /CZK

The source of previous data are distributors’ reports pursuant to
the provisions of Act No 378,/2007 Coll., on Pharmaceuticals
and on Amendments to Some Related Acts (Act on

Pharmacetticals), as amended.

Overview of the most often distributed
products for which the maximum ex-factory
price was changed

On the basis of the mandatory periodical distributor reports on
realised supplies of medicinal products (DIS-13) an overview
was compiled of ten most often distributed medicinal products,
along with ten medicinal products with the highest financial
volume according fo ex-factory price, for which the maximum ex-
factory price was changed. The below mentioned data clearly
show that in the segment of relatively cheap medicinal products
a price increase was noted which represents low nominal value,
nevertheless it is significant due to the high volume of packages
supplied. In the segment of relatively expensive products, on
the other hand, a slight and stable decrease of the regulated
price can be observed.
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Tabulka 4. 10 nejéasté|i distribuovanych LP dle poétu baleni vykdzanych dle DIS-13, u kterych
doslo ke zmé&né 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 / Nazev / Name Doplnék nazvu / */
Code Name supplement
281 318 21,46

0096303 CO5CA51  ASCORUTIN POR TBL FLM 50 3204 261016 */
A POR TBLNOB .
0083318 COIAAO5  DIGOXIN 0,125 LECIVA LI 162414 1575 1884 157592 */
0003575 CO5BAO1  HEPAROID LECIVA DRM CRM 1X30GM 211920 27,37 56,85 264058
0002477 NO5BAO1  DIAZEPAM SLOVAKOFARMA 5 MG POR TBL NOB 20X5MG 150859 3542 3556 134061
URT GEL
0002684  NO1BB MESOCAIN 1X20GM/200MG 134872 2245 2246 129354
0000889  DOSAA PITYOL DRM UNG 1X30GM N9777 2127 4892 118422
0045189  MO2AA IBU-HEPA DRM CRM 1X50GM 146 469 4443 8305 49649
0007981 NO2BB02 NOVALGIN INJEKCE INJ SOL 10X2ML/1GM 93199 7625 90,54 92449
0075428 NOSAFO3  CHLORPROTHIXEN 50 LECIVA POR TBLFLM 30X50MG 44174 4837 5323 41 606 */
0107807 AO03ADO2  NO-SPA POR TBLNOB 20X40MG 87068 31,28 6544 80 48]

A - Pocet balenf distribuovanych v obdobi /% roku pred zmé&nou ; B - Pivodni maximdini cena vyrobce (Ke); C - Novd cena
wyrobce (K&, D - Pocet baleni distribuovanych v obdobi V4 roku po zméné; */ - Obdobi étvrt roku /

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

Tabulka 5. 10 nejéastéji distribuovanych LP dle finanéniho objemu v CV vykdzanych 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

Kéd / Nazev / Name Doplnék nazvu / */
Code Name supplement

NOVOMIX 30 PENFILL

0026762  A10ADOS 100 U/ML INJ SUS 5X3ML 61 252 754,61 72701 55550
0149308 AI0BX07  VICTOZA 6 MG/ML INJ SOL 2X3ML 14082 231866 224951 21 564
0028167 NO5SAX12  ABILIFY 15 MG POR TBL NOB 28X15MG Q794 227709 219859 12 216
0026786  AT0ABO5  NOVORAPID 100 U/ML  INJ SOL 1XTOML 36 092 407,67 400,05 34 304
0096303 CO5CA51  ASCORUTIN POR TBL FLM 50 557 596 21,46 32,04 533105

VAGIFEM 25
0062978 GO3CA03  MIKROGRAMU VAG- VAG TBL 15X25MCG 24 709 225,44 230,91 18257 */

INALNI TABLETY

IVN INF CNC SOL 70 70
0027982 Al6ABO9  ELAPRASE 2 MG/ML 1X3ML 178 84722 538,60 175
0007981 NO2BB02 NOVALGIN INJEKCE INJ SOL 10X2ML/1GM 48 901 76,25 90,54 49359 */
0003575 CO5BAO1  HEPAROID LECIVA DRM CRM TX30GM 211 920 27,37 56,85 264058
asm POR TBL NOB *

0083318 COTAAO5 DIGOXIN 0,125 LECIVA 30X0.125MG 167 013 15,75 1884 157592 */

A - Pocet baleni / finance v cené vyrobce (K&/ distribuovanych v obdobi /% roku pfed zmé&nou; B - Pdvodni maximélni cena
vyrobce (K&, C - Nové MCV (Ke); D - Pocet baleni/ finance v cené vyrobce (K&); distribuovanych v obdobi V5 roku po zméné;
*/ - obdobi étvrtroku / A - No. of packages / financial volume in exfactory price (CZK] distributed during 6 months before
change; B - Original maximum exfactory price (CZK); C - New maximum exfactory price (CZK); D - No. of packages /
financial volume in exfactory price (CZK) distributed during ¢ months after change */ - the period of one quarter
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Vyse a podminky shrady ze
zdravotniho pojisténi

Ustav v roce 2011 pokracoval v zapo&até revizi vyse a pod-
minek Shrady lécivych piipravkd a potravin pro zviasini lékarské
ucely, které maji stanovenou thradu ze zdravotntho pojistént.
V souladu s platnou legislativou se v t&chto Fizenich ménf vy3e
hrady dle aktuglnich cenovych referenci a podminky thrady
tak, aby spliiovaly ogekdvané vysledky a dovody farmakote-
rapie. V reviznim fizeni mohou byt vy3e a podminky thrady ne-
ien zmé&nény, ale i zruseny, a fo u piipravky, kieré nelze podat
v ambulanini pé&i a/nebo pokud nenf prokazan jejich veinek &
ie jejich podavani z odborného hlediska nevhodné.

Do reviznich fizeni jsou rovnéz pfipojovana sprévni fizeni za-
hajend na zadost. Dovodem je zakonné ustanoveni o vedeni
revizniho fizeni spolecné pro viechny terapeuticky zaménitelné
pfipravky. Timto zpisobem Ize stanovit vysi a podminky Ghrady
viem terapeuticky zaménitelnym pfipravkim stejné.

Paralelng k revizi hrad Usfav vyfizuje podané zadosti o stano-
veni, zmé&nu nebo zruseni maximalni vy3e a podminek thrady.

Nov& podle novely zdkona & 48/1997 Sb., o vefejném zdra-
votnim pojisténi, 6¢inné od 1. 12. 2011 vede Ustav také novy
typ spravniho fizeni o podobnych pipraveich, které umoziuje
pfi splnéni podminek danych zdkonem vstup pifpravkd na trh
za 30 dnf od podani zadosti.

Podil stanovenych shrad dle typu vykazovani
Ke konci roku 2011 bylo v Seznamu hrazenych lécivych pii-
pravky a potravin pro zvlasii lékatské Gcely hrazeno 10 015

kodo SUKL, z toho bylo obchodovano 5561 kédu SUKL.

m LP/PZLU hrazené pouze za
hospitalizace (SUKL nereguluje)

/ 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

999 (18 %)

142 (3 %)

4420 (79 %)

Amounts and conditions of
reimbursements from health
insurance

In 2011, the Instfitute 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 nof, from the expert point of view, suitable.
Revision procedures are also joined with  administrative
procedures inifiated upon request. 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 defermination,
change or cancellation of maximum prices and conditions of
reimbursement.

As a new feature, under the amendment to Act No 48/1997
Coll., on Public Health Insurance, effective as of December 1,
2011, the Institute also conducts a new type of administrative
procedure regarding similar products that enables, if the
statutory conditions are met, markefing of the products within
30 days after the filing of the application.

Percentage of determined reimbursements by
reporting type

As of the end of 2011, the List of Reimbursed Medicinal Products
and Foods for Special Medical Purposes contained 10,015
reimbursed SUKL codes, of which 5,561 SUKL codes were
marketed.

Obr. 5. RozloZeni jednotlivych skupin
obchodovanych LP/PZLU ze Seznamu hrazenych
pripravko

Fig. 5. Representation of individual groups of
medicinal products/foods for special medical
purposes in the List of Reimbursed Products

o4
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Tabulka 6. Piehled poétu kédd LP/PZLU v cenovych pésmech vyse thrad dle SCAU 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 Prices and Reimbursements by month

Pésmo Ghrad / . em
I e e e A CA R CA T

Do 20 Ké& ve&emné / Up to 20 CZK inclusive 414 411 398 426 423 427 429 412 413 405 398 3/1

Nad 20 K& - 50 K¢ véetné / More than
20 CZK - 50 CZK, inclusive

Nad 50 K¢ - 100 Ké veetng / More than
50 CZK - 100 CZK, inclusive

Nad 100 K& - 200 Ké& veetné / More than
100 CZK - 200 CZK, inclusive

Nad 200 K& - 300 K& v&etné / More than
200 CZK - 300 CZK, inclusive

Nad 300 K¢ - 500 Ké veetné / More than
300 CZK - 500 CZK, inclusive

Nad 500 K& - 1000 K& véetng / More than
500 CZK - 1000 CZK, inclusive

Nad 1000 K¢ - 2000 Ké& véeiné / More than
1000 CZK - 2000 CZK, inclusive

Nad 2000 K& - 3000 Ke& veetn& / More than
2000 CZK - 3000 CZK, inclusive

Nad 3000 K¢ - 5000 Ké& veetné / More
than 3000 CZK - 5000 CZK, inclusive

Nad 5000 K& - 10 000 Ké& v&etné / More
than 5000 CZK - 10 000 CZK, inclusive

Nad 10 000 K¢ - 20 000 K¢ veetng /
More than 10000 CZK - 20000 CZK, 224 234 240 232 23] 242 246 246 248 254 252 259
inclusive

Nad 20 000 K& - 30 000 K& veetng /
More than 20 000 CZK - 30 000 CZK, 9 /5 74 /0 79 /9 78 8 84 8 8 &

inclusive

Nad 30 000 K& - 50 000 Ke& veetng /
More than 30 000 CZK - 50 000 CZK, 65 63 62 60 54 52 52 52 52 52 52 57

inclusive

Nad 50 000 K& - 100 000 Ké& veetng /
More than 50 000 CZK - 100 000 CZK, 34 3 3 39 40 40 40 38 39 39 39 39

inclusive

Nad 100 000 K& / More than 100 000
CZK

Poget kadd / Number of codes Q342 9219 Q004 9219 9259 Q312 9334 Q401 Q613 9718 Q909 9982

Q48 922 894 926 Q19 924 Q30 Q68 1013 1011 1019 1028

1267 1251 1220 1231 1237 1249 1251 1279 1301 1300 1326 1300

1608 1584 1550 1556 1565 1566 1573 1580 1617 1642 1680 1704

/61 738 /724 8l6 824 82/ 836 832 848 853 878 86

1079 1046 1041 Q72 981 979 Q73 972 1004 1027 1057 1056

Q3 978 Q69 1009 1014 1020 1023 1015 1066 1093 1139 1186

780 774 774 756 755 758 757 /62 777 798 836 866

385 379 380 394 385 392 395 402 396 400 389 379

353 360 364 375 381 381 375 378 373 375 384 388

329 346 346 340 354 357 35/ 365 364 365 357 3¢/

23 28| 23 7 7 19 19 19 18 18 18 19
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Tabulka 7. Prehled spravnich fizeni
Table 7. Overview of administrative procedures

Zadosti o stanoveni nebo zménu vyse a podminek Ghrady / Applications for determination or

change of reimbursement amounts and conditions

Zahdjeno / Initiated 349
Rozhodnuto / Decided 206
Poddno odvoldani / Appeal filed 25
Nabylo pravni moci / Came info force 215

Zadosti o stanoveni nebo zménu maximadlni ceny a vy$e a podminek Ghrady / Applications for

determination or change of maximum price and the amount and conditions for reimbursement

Zahdjeno / Initiated 926
Rozhodnuto / Decided 612
Poddno odvoldanf / Appeal filed 15
Nabylo pravni moci / Came info force 399
Zadosti o zruseni Ghrady / Applications for reimbursement cancellation

Zahdjeno / Initiated 43
Rozhodnuto / Decided 23
Poddno odvoldani / Appeal filed 0
Nabylo pravni moci / Came info force 8

Zadosti o zruseni maximalni ceny a Ghrady / Applications for cancellation of maximum price

and reimbursement

Zahdijeno / Initiated 71
Rozhodnuto / Decided 36
Poddno odvolani / Appeal filed 0
Nabylo pravni moci / Came into force 32

Rizeni zahajend z moci Ufedni / Procedure initiated ex officio

Zahdjeno / Initiated 910
Rozhodnuto / Decided 563
Poddno odvolani / Appeal filed 346
Nabylo pravni moci / Came info force 564
Rizeni o podobnych pFipravcich / Procedure on similar products

Zahdjeno / Initiated 79
Rozhodnuto / Decided 40
Poddno odvoldni / Appeal filed 2

Nabylo prévni moci / Came into force
X - Pocet kéda SUKL / X - No. of SUKL codes
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Kompletnf hloubkové revize hrad u viech hrazenych 1éko byla
dokon&ena 31. 12. 2011. Jeji provedeni pfin&si moznost ro&ni
spory v celkové vy okolo 8,78 mld. K& (pozn.: hodnota ob-
sahuje i predpokladdané roéni Gspory ze spravnich fizeni, kierd
nenabyla prévni moci).

Souhrn provedenych &innosti v probéhu revize:

= provedeni hloubkové revize u 9729 kodo SUKL (variant
lécivych pripravkd),

= zahdjeni 928 spravnich fizeni, coz je 53 613 pisemnost,
kieré obsahovaly 91 958 dokumenty,

= Zji§t&ni okolo 390 000 zahrani¢nich cenovych referenci,

= zajisténi 117 113 vzddlenych pfistupt do dokumentace ke
spravnimu fizen,

= vyv&3eni 6 346 dokumentl na elekironickou Uredni desku,

= vydani 927 rozhodnuff,

= vyfizeni 3 560 odvoldni do 664 rozhodnuti.

V roce 2011 bylo do reviznich sprévnich fizeni podano 450
odvolani do 219 sprévnich fizeni a 281 sprévnich fizeni bylo
vréceno k novému projedndni.

Uspora ziskand revizi systému Ghrad z prostiedki vefejného
zdravotniho pojisténi v roce 2011 ¢&inila 4,1 mld. K&.

A complete indepth revision of reimbursements of all
covered products was complefed on December 31, 2011. Its
performance contributed fo potential savings in the aggregate
amount of some 8.78 billion CZK (Note.: this value includes also
the anticipated annual savings from administrative procedures
that haven't yet come into force).

Summary of activities performed in the course of the revision:

= conducting an indepth revision of 9,729 SUKL codes
(variants of medicinal products),

= initiation of 928 administrative procedures, which involves
53,613 written materials that contained 91,958 documents,

= identification of about 390,000 foreign price references,

= providing for 117,113 remote accesses to the administrative
procedure, documentation

= posting up 6,346 documents on the electronic official
board,

= issuing 927 decisions,

= handling 3,560 appeals to 664 decisions.

In 2011, 450 appeals to 219 administrative procedures were
filed and 281 administrative procedures were referred back for
reconsideration.

The savings obtained through the revision of the system of
reimbursements from the public health insurance funds in 2011
were 4.1 billion CZK.

Tabulka 8. Pfehled pravomocnych rozhodnuti revize Ghrad a Uspory ze zdravotniho poijisténi
Table 8. Overview of legitimate decisions on the revision of reimbursements and savings in health

insurance

Nabyti Géinnosti / | Pocet kédu SUKL/ |Poéet spravnich rizeni / No. of
Effective date No. of SUKL codes | administrative procedures

01,2011 188
02,/2011 353
03,2011 228
04,2011 355
05,/2011 221
06,2011 288
07,/2011 465
08,/2011 374
09,2011 199
10/2011 41
11,/201 496
12/2011 271

Uspora ze ZP / Savings
in health insurance

202 000 000
4] 646 000 000
54 1 167 000 000
64 1 440 000 000
60 247 000 000
54 37 000 000
52 125 000 000
46 5@ 000 000
15 88 000 00O
22 38 000 00O
44 11 000 000
36 29 000 000

6/

www.sukl.cz | www.sukl.eu



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

Snizeni dle Snajdrova balitkv

V souvislosti se z&konem &. 76,/2011 Sb., o piechodném snize-

ni cen a vhrad lé&iv (tzv. Snajdrov balicek), doglo od 1. 4. 2011
k 7% snizeni 0hrad. Z celkového poctu 9951 hrazenych kédd
SUKL doslo k 7% poklesu uhrady u 2 521 kodo SUKL

Reductions pursuant to Snajdr’s package

In connection with Act No 76/2011 Coll. on temporary
reduction of prices and reimbursement of medicinal products
(the so-called Snajdr's package), a 7% reduction was
implemented as of April 1, 2011. Of the total number of 9,951
reimbursed SUKL codes, the 7% price reduction was applied to
2,521 SUKL codes.

Tabulka 9. Prehled hrazenych a redlIné obchodovanych 1é&ivych pfipravkd, u kierych 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 / Medicinal products

Poéet kédo SUKL (k 1. 4.

2011) / No. of SUKL codes

Hrazené a redIng obchodované - celkem / Reimbursed and actually marketed - total

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

Piehled nej¢astéji distribuovanych pripravku,
u kterych doslo ke zméné shrady

V prehledu je uvedeno, u kerych pripravkd doslo v pribghu roku
2011 ke zmé&n& Ghrady, a fo jak z pohledu pfipravkd nejéast&ji
distribuovanych, tak u pfipravkd s nejvyssi cenou pivodce.

(as of April 1, 2011)
5510
2 521

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 2011, both in terms of most often
distributed products and products with the highest producer
price.

Tabulka 10. 10 Nejéastéji distribuovanych LP dle poétu baleni vykézanych 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 (UHR) was changed

Kéd / Nazev / Name [Doplnék nazvu /
Code Name supplement

PAMYCON NA
0055759 DOOAX PBIPRAVU KAPEK DRM PLV GIT 1xTLAH 400 199 41,50 39,00 283 147
DICLOFENAC
0119672 MOTABOS DUO PHARMA- POR CFS RDR 88 307 7515 80,50 93227 */
30x75MG
SWISS 75 MG
0015864 COQAAOS TRITACE 10 PORTBLNOB 30x1OMG 187 98] 175,89 128,03 166 361
0056981 COQAAOS TRITACE 5 POR TBLNOB 30x5MG 167 000 132,00 96,06 148 742
MONO MACK  POR TBL PRO *
0164344 COIDA14 DEPOT 28x100MG 64 435 119,70 76,86 81 859 */
0056977 COQAAOS TRITACE 2,5 POR TBLNOB 116 122 99,00 72,03 104 940
30x2.5MG

Nova

UHR (K¢) /

New UHR
UHR (CZK) | (€ZK)
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Kéd / Nazev / Name [Doplnék nazvu / Nova */
Code Name supplement UHR (K¢) /
New UHR
UHR (CZK) | (CZK)
POR TBL NOB

0056973 COQAAOS5 TRITACE 1,25 30%1 25MG 68 002 74,25 54,07 62 342

PRESTANCE 5
0124087 CO9BBO4 MG/5 MG POR TBL NOB 30 61 977 207,90 152,50 56 083
0056982 COQAAOS5 TRITACE 5 POR TBL NOB 50x5MG 50 987 220,00 160,09 45 925

PRESTANCE 10
0124129 CO9BB0O4 MG,/ 10 MG POR TBL NOB 30 51 462 277,20 203,28 42 023

A - Pocet balenf distribuovanych v obdobi ¥4 roku pfed zménou; B - Pocet baleni distribuovanych v obdobi V2 roku po zméné;
UHR - dhrada ze zdravotniho pojisténi; */ - obdobi &tvrt roku /

A - No. of packages distributed during 6 months before change, B - number of packages distributed during 6 months after
change, */ - the period of one quarter

Tabulka 11. 10 nej¢astéji distribuovanych LP dle finanéniho objemu v cenédch vyrobce vykdzanych
dle DIS-13, u kterych doslo ke zmé&n& 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 (UHR) was
changed

Kéd / Nazev / Name Doplnék nazvu / Puvodni Nova UHR
Code Name supplement UHR (K¢) / | (KE) /

Original |New UHR
UHR (CZK) | (CZK)

0025555 [0IXCO3 HERCEPTIN 150 MG INF PLV SOL 1X150MG 21 948 1705956 1445646 23263
0026544 101XC02 MABTHERA 500 MG INF CNC SOL 1X50ML 8718 3721704 3124028 10119

INF CNC SOL I
0028397 10IXCO7 AVASTIN 40OMG,/16ML 4222 3229320 3139461 4295 */

COPAXONE 20
MG/ML

0149770 103AAI3 NEULASTA 6 MG INJ SOL TX0.6MLBLI I 2381 2453147 237494 2731 */

INJ PSO LQF
15X(1+1PS+1AJ+2A)

0028140 101XX32 VELCADE 3,5 MG INJ PLV SOL 1X3.5 MG 2865 2803987 2706289 2738

0105385 [O3AX13 INJ SOL 28X20MG/ML 8800 2329040 1834265 4488

0027897 103ABO8 BETAFERON 7048 2176740 1965284 4626

INF CNC SOL *
0028396 1O1XCO7  AVASTIN 100MG,/4ML 5801 8 28246 784865 4269 */
0026543 10IXCO2 MABTHERA 100 MG INF CNC SOL 2XT0ML 5728 1542555 1249610 6323
0028761 1OIXCO6 ERBITUX 5 MG/ML  INF SOL 1X20 ML 13923 555194 585183 14118

A - Pocet balenf / finance v cené vyrobce (K& distribuovanych v obdobr V4 roku pfed zménou, B - Pocet baleni/ finance v cené
vyrobce (K¢&] distribuovanych v obdobi V5 roku po zmén&, UHR - Ghrada ze zdravotntho pojisténi, */ - obdobi é&tvrt roku /

A - No. of packages distributed during 6 months before change, B - number of packages distributed during 6 months after
change, */ - the period of one quarter
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Individualné pripravované lécivé pripravky
(1PLP)

V probshu roku 2011 byly provedeny revize zaméfené na stanove-
ni vy3e Uhrad u it podskupin IPLP, a to domact parenterdlni vyzivy,
transfuzni pripravky o pfipravovand radiofarmaka a ovéfeni plat
nosti vydanych metodik. Celkové bylo ukongeno @ fizeni opatient
obecné povahy (ddle jen OOP) a vyddna nové metodika stanovent
Ghrad pro DPV a transfuzni pfipravky. V 1. &vrileti 2011 bylo uzavie-
no fizeni OOP 04-10, kieré bylo zahdjeno v roce 2010 a kierym
byly nové stanoveny thrady patogeninakiivovanych transfuznich
phipravkd, a to pro skupiny trombocytd a plazmy pro klinické pou-
Zili. Zavedent vy3siho technologického stupné do vyroby ma za cfl
2vy3eni bezpecnosti lécivych pripravks, snizeni nezadoucich reakdt.
Pro inaktivované fransfuzni pifpravky byla vymezena indikacni krité-
ria a jsou urceny predevim pro onkologické pacienty a pacienty
se snizenou imunitou. Déle v 1. pololetf roku 2011 byla provedena
v souladu s plainou metodikou revize Ghrad pifpravkd podskupiny
14, doméci parenterdini wyziva pro domdci terapii (ddle DPV), a fo
na zdkladé roentho vyhodnoceni nové zavedené podskupiny. Vy-
sledky revize byly zvefejnény na strankach SUKL a soucasné s pod-
néty prediozenymi Ustavu byly dovodem ke zménam uplatnénym
v navihu a nasledng v OOP O1-11. Uvedeny névrh i viasini OOP
vydané v souladu s § 15, odst. 5 zdkona o vefejném zdravomnim
pojisiéni a zdkona & 500,/2004 Sb., sprévni fad, §8§ 171 az 174,
stanovil nové wii a podminky thrady pro jednotlivé kédy individudh
né& pripravované DPV v z&kladni verzi, kierd byla rozsfiena o varian-
tu piipravkd s vy33im hydrataenim objemem, jejichz zvysend thrada
byla v OOP zohlednéna. Vyhodnocent ekonomickych dopadi pro
zavedeni zvy3ené Uhrady bude soucdsti revizni zpravy za ok 2011.
OOP O1-11 mimo zvy3enych thrad rozsituje seznam DPV o 3 nové
kody pripravk, cllenych pouze na hydrataéni podporu pro pacienty
ve vymezenych indikacich.

V souladu s platnymi metodikami probéhly v prvnim polole-
ti roku 2011 pravidelné ro¢nf revize thrad podskupin IPLP 12
a 15 individuding vyrabéné transfuzni piipravky (TP) a ddle
podskupiny 13 individudlng piipravovand radiofarmaka (RF).
Revize byla zaméfena na zpisob a podminky stanovent vyse
thrad u jednotlivych IPLP a dale byly porovnany roéni produkee
se spoffebou uvedenych podskupin IPLP. Vysledky obou revizi
potvrzuji pfedpoklédané meziroenf snizeni nakladd na jednot
livé podskupiny IPLP a jsou pifstupné na webovych strankach
Ustavu. Vyvoj naklado na jednotlivé skupiny IPLP za obdobi let
2009 az 2011 uvadi obr. 6.

Na zékladé provedené revize dodlo ze strany Ustavu k predloze-
ni névrhu na Opravu thrad u IPLP podskupin 12, 13 a 15.V OOP
02-11 byly provedeny zmeény thrad v souladu s cenowym wyvojem
vstupnich surovin a vysledki provedené revize u skupiny individudh
né pfipravovanych radiofarmak, zv&3t& RF pro pozifronovou emisnf
tomografii. Ve druhém pololeti bylo na zdkladé schvaleného spe-
cifického lécebného programu vyddno OOP 03-11, kierym byl

Individually prepared medicinal products
(1IPLP)

Revisions focused on defermination of reimbursements for
three IPLP subgroups, namely parenteral nutriion for home use
(hereinafter referred to as DPV), transfusion products (TP) and
individually prepared radiopharmaceuticals (RF) and review of
validity of issued methodologies fook place in the course of 2011.
A total of @ procedures regarding general measures (hereinafter
referred to as OOP) were completed and new methodology
for determination of reimbursements for DPV and transfusion
products was issued. In the first quarter of 2011 the OOP 04-
10 procedure, which was commenced in 2010 and whereby
newly reimbursements of pathogendinactivated  fransfusion
products were determined, namely for thrombocytes and plasma
for clinical use groups, was completed. The implementation of
higher technological level to the production process is aimed at
increasing safety of medicinal products, mitigation of adverse
reactions. For inactivated fransfusion products indication criteria
were defined, which are intended in particular for oncology
patients and patients with reduced immunity. Furthermore, in
the Tst half of 2011, the revision of reimbursement of products
for IPLP subgroup 14, parenteral nufrifion for home therapy
(hereinafter referred to as DPV), was performed in compliance
with the effective methodology, based on the annual evaluation
of the newly infroduced subgroup. The results of the revision were
published on the SUKL website and along with motions submitred
to the Institute, they were the reason for changes incorporated
info the draft and subsequently into OOP O1-11. The above
draft and own OOP issued in compliance with Section 15 (5)
of the Act on Public Health Insurance and Act No. 500,/2004
Coll, the Administrative Code, Section 171 to 174, determined
newly the amount and conditions for reimbursement for various
codes of individually prepared DPV in a standard version that
was extended by the variant of products with higher hydration
volume whose higher reimbursement was reflected in OOP. The
evaluation of economic impacts of implementation of higher
reimbursement will be included in the revision report for 2011.
OOP 01-11, apart from increased reimbursements extends the
DPV list by 3 new codes of products aimed only at hydration
support for patients in defined indications.

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 2011. The revision focused upon
the method and conditions of the determination of amounts
of reimbursement for individual IPLPs and compared annual
productions with the consumption of the above IPLP subgroups.
The results of both revisions confirm the anticipated year-on-
year decrease of costs of individual IPLP subgroups and are
available on the web site of the Insfitute. The development of

/0
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rozsiten sortiment radiofarmak pro pozitronovou emisni tomografii
o diagnostiku karcinomu prostaty. Ve druhém pololeti 2011 byla pfi-
pravena a schvalena zména metodiky stanovent hrad individudlng
vyrébénych transfuznich pfipravkd a na jejim zakladé byl vydan né-
vih a ndsledng OOP 04-11, kde byly provedeny zmény vy3e a pod-
minek thrad TP, predeviim sloucenim pfipravki pod jednu thradu
a zrusenim indika¢niho omezeni pro deleukolizované frombocyty.
Provedené zmény a Gpravy vyie Ghrad u obou uvedenych skupin
lécivych pripravkd se projevi, vzhledem k datu plainosti vydanych
OOP az v roce 2012. Ve vziahu ke spotfebam evidovanym za ob-
dobiroku 2010 viak predstavujf snizenf piedpokladanych celkovych
ro¢nich nakladd vydanych ze zdravoiniho pojisteni, a to za skupinu
transfuznich pfipravkd ve wii cca 10 mil. K& a za skupinu individugl
né piipravovanych radiofarmak témé&f o 20 mil. K&

Koncem roku 2011 byly v souvislosti se zménou zdakona
& 235/2004 Sb., o dani z piidané hodnoty (dale DPH)
v plamém znéni (& 370/2011 Sb.) navrzeny Upravy Uhrady
u viech podskupin IPLP. Rizeni o té&chto zménach probéhlo
z &asovych dovodd a v souladu s ustanovenim § 172 odst. 3
z¢kona & 500,/2004 Sb. sprévni iad v plainém znénf ve zkrd-
ceném fizeni. Navrhy opatfeni obecné povahy 05-11, 06-11,
07-11 @ 08-11 upravuji vy3i thrady pouze u polozek zatizenych
danf z pfidané hodnoty zvysenim z pdvodnich 10 % DPH na
14 %. Tato zména znamend navyseni Shrady jednotlivych IPLP
vrozsahu od 1 do 3 % a nepiekracuje povoleny 3% rocnf limit,
dany platnym cenovym predpisem. Vlasini OOP byla v souladu
s ustanovenim § 173, odst. 1 spravniho fadu vyddna ve zkrace-
ném fizeni k 1. 1. 2012.

Obr. 6. Piehled ndkladi na skupiny IPLP za obdobi
let 2009, 2010 a 2011

Fig. 6. Overview of costs of IPLP groups for the
periods 2009, 2010 and 2011
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costs of individual IPLP groups in the period 2009 -2011 is
presented in Fig. 6.

Bosed on the performed revision, the Institute submitted
a proposal for adjustment of reimbursements in case of
IPLP subgroups 12, 13 and 15. In OOP 02-11 changes
were made fo reimbursements in accordance with the price
development of input raw materials and results of the performed
revision in respect of the group of individually prepared
radiopharmaceuticals  (RF), in particular RF for positron
emission tomography. In the second half of 2011, based on
the approved specific freatment programme OOP 03-11 was
issued which extended the assortment of radiopharmaceuticals
for positron emission tomography by diagnostics of the prostate
cancer. In the second half of 2011 a change in methodology
of determination of reimbursement of individually produced
transfusion products was prepared and approved and on its
basis the proposal and subsequent OOP 04-11 was issued
where changes were made to the amount and conditions of
reimbursement of TP, in parficular by merging the products info
a single reimbursement and cancellation of indication limitations
on leucodepleted thrombocytes. The impact of the performed
changes and adjustments of the amount of reimbursements for
both of the above groups of medicinal products will be reflected
in cosfs, due to the effective date of the issued OOP, only in
2012. However, in respect of the consumptions recorded for the
period of 2010 these changes confribute fo the reduction in the
anticipated total annual costs incurred from the health insurance,
namely for the group of transfusion products, in the amount of
some 10 million CZK and for the group of individually prepared
radiopharmaceuticals by almost 20 million CZK.

At the end of 2011, in connection with the amendment to Act
No. 235,/2004 Coll. on Value Added Tax (hereinafter referred
to as VAT), as amended (No 370/2011 Coll), adjustments
of reimbursement for all IPLP subgroups were proposed. The
procedure regarding these changes was carried out, due fo time
constraints and in accordance with the provision of Section 172
(3) of Act No 500,/2004 Coll,, the Administrative Code, as
amended, only in the form of the summary procedure. Proposals
for general measures 05-11, 06-11, 07-11 and 08-11 adjust the
amount of reimbursement only in case of items subject to Value
Added Tax, by increasing the original 10 % VAT to 14 % VAT.
This change means increasing the reimbursement of individual
IPLPs ranging from 1 to 3 % and does not exceed the permitted
3% annual limit stipulated by the effective price regulation. Own
OOP was in compliance with the provision of Section 173 (1)

of the Administrative Code issued in the summary procedure as
of January 1, 2012.
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5.1 Informaéni technologie

Pocatkem roku 2011 byl uveden do provozu novy systém hlase-
ni dodévek lécivych piipravkd od distributord - DIS 13. Tento
systém umoziuje zasflat hléSeni automatizovang a nahrazuje
stavajict formu hléseni pomoci zasflanych soubord typu xls. Zaro-
ved doglo ke zmé&né cetnosti hldgeni z kvartdini na mésieni. Timto
systémem Ustav navazuje na systémy zavedené v predchozich
lefech za G&elem snazsiho zpracovanf pijatych dat od externich
subjektt. Soucdsti nového systému je sluzba pro hldseni zavad
jakosti lé&ivych pFipravkd, jako je tomu u jiz provozovaného systé-
mu sbéru dat z lékdren, ktery byl zaveden v predchozich letech.
V souvislosti se spusténim nové sluzby byl vyivoten centrdini sys-
tém pro spravu piistupd externich subjektd k systémom Ustavy,
ktery byl jednoduse pojmenovan Externi identity. Diky tomuto
systému doslo k centralizaci spravy piistupovych tdajd externich
subjektd pristupujicich k systémom Ustavu, a tim i ke ziednoduseni
spravy téchto dat ze sfrany povéenych pracovnikts Ustavu.

V roce 2011 byl v oblasti informacnich technologii naddle klo-
den diraz na rozvoj dalsich sluzeb pro spolupracuiici subjekty.

5.1 Information technology

At the beginning of 2011 a new system of reporting deliveries of
medicinal products from distributors - DIS 13 was put into operation.
This system allows fo send reports automatically and replaces the
existing form of reporting by means of the sent xls files. Also, the report
periodicity was changed from quarterly to monthly. By this system the
Insfitute builds on systems put in place in previous years with a view
fo processing more easily the data received from external parties.
The new system includes the service for reporting quality defects of
medicinal products, similarly as in the case of the already operated
system of data collection from pharmacies that was put in place in
previous years. In connection with the launching of the new service,
a cenfral system for adminisiration of access of external parties fo
the Institute’s system was established, which was named simply as
the External identifies. Based on this system, the ~administration of
login data of external parties accessing the Insfitute’s systems was
cenfralised and thereby also the adminisiration of these data by the
Insfitute’s authorised sfaff was simplified.

In 2011, emphasis in the sphere of information technologies
continued to be placed upon the development of other services
for cooperating entities. In the course of 2011, the interface of
the system of data collection from pharmacies was updated.
The reason for updates were the performed legislative
changes, improvement of the system functionalities and repair
of minor defects. At the end of 2011, a total of 79 % of the
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V pribéhu roku 2011 byla provedena aktualizace rozhrant sys-
tému sbéru dat z lékaren. Divodem akiualizace byly provede-
né legislativni zmény, vylepsent funkcionalit systému a oprava
drobnych chyb. Ke konci roku 2011 bylo zapojeno do systému
sbéru dat z [ékaren celkem 79 % z celkového poctu lékaren. Po-
moci nové zprovoznéného systému nahlizent pres rozhrani DSR
(Dokumentace spravnich fizeni] ke konci roku 2011 nahlizelo
celkem 38 farmaceutickych firem.

V souvislosti se zavedenim novych systémi doslo k posilent vy-
konu a kapacit datovych tlozisf Ustavu. Soucasné s timto po-
silenim byl rozsiten i systém chlazeni v datovém centru o dal3i
klimatiza¢n( jednotku a zarover byl zaveden novy systém chla-
zeni, tzv. Freecooling. Tento systém umoziiuje vyuZiti chladného
venkovntho vzduchu v chladngjsich dnech roku pro chlazeni
serverd v datovém centru. Diky tomuto systému v doteenych
dnech dochdzi k uspore elekirické energie a zdrover i k Seffent
stévajicich klimatizacnich jednotek a tim k jejich delsi Zivotnosti.
Dale pokracovala vymeéna HW vybaventi, kterd byla zapocata
v roce 2007. Soucasné probéhla akiualizace stévajicich kan-
celatskych aplikaci na novou verzi. Soucdasti aklualizace bylo
zavedeni nového systému vymény a zpracovéni dokumento,
diky kterym komunikuje Ustav s externimi subjekty. Déle z di-
vodu nériistu objemu sbiranych dat byl zaveden na podzim
roku 2011 novy systém pro zdlohovani a deduplikaci dat. Tento
systém pFinasi Uspory v misté na datovém OloZisi a podstamé
zkréceni procesu zalohovant t&chto dat.

Z dovodu potieby vétsho poctu vefejnych IP adres Ustavu
pro rozsifujici se sluzby, které Ustav nabizi, doslo k readresaci
viech externich systémd Ustavu na novy rozsah vefejnych IP ad-
res. Readresace zahmovala komplemni zménu nastaveni viech
stévajicich externich systém0 a soucasné zménu nastavent jiz
vytvafenych novych systémd na novy adresni rozsah.

Vroce 2011 dodlo k masivngjsimu nasazeni systému elektronické
preskripce ve zdravomickych zafizenich a lekamach. Dale bylo
vystaveno nové rozhrani systému, kieré umoziiuje identifikator
elekironického receptu odesilat formou SMS pacientim na jejich
mobilni telefony. Touto funkcionalitou se omezi , zbyte&né” ndvsie-
vy lékare, kdy pacient si jde k lékafi jen pro predepsany recept.

Ke konci roku 2011 bylo systémem datovych schranek odesla-
no z Ustavu celkem 28 309 datovych zprav.

Oddéleni IT zaijisfuje plynuly provoz uzivatelskych stanic
a serverd, ma dohled nad informaénimi technologiemi, za-
bezpecuje ochranu informagni infrastruktury pred napadenimi
zvendi. Jeho cilem je, aby byla zaijisténa spokojenost uZivateld
a daldich sou¢innych subjektt. Spolupracuije s externimi firmami
a zapojuje se do projekit tykajicich se rozvoje informaénich
technologii a bezpecnosti dat.

aggregate number of pharmacies participated in the system
of data collection from pharmacies. Towards the end of 2011,
38 pharmaceutical companies in fofal availed of the viewing
service provided by the newly operated viewing system via the
DSR (Administrative procedure documentation) interface.

In connection with the implementation of the new systems, the
performance and capacities of data repositories of the Insfitute
were sirengthened. Together with this sirengthening also the
cooling system in the dafa cenire was extended by an additional
aircondiioning unit and the new cooling system, the so-called
Freecooling was put in place. This system allows to use cold
outside air in colder days of the year for cooling servers in the
data centre. It also confributes to electricity savings in the days
concerned and also fo saving of the existing air-conditioning unis,
whereby their life-cycle is extended. Furthermore, the replacement
of HW equipment, that was commenced in 2007, continued. Also,
the existing office applications were updated to a newer version.
The update included the implementation of the new system of
replacement and processing of documents, thanks to which the
Institute communicates with external parties. Furthermore, due to an
increase of the volume of the collected data, in autumn 2011 the
new system for data backups and deduplication was put in place.
This sysfem confributes to volume savings in the data repository and
significant reduction in the process of data backups.

Due fo the need for higher number of public IP addresses of the
Institute forthe extended servicesthatthe Institute offers, all external
systemsofthe Institute were readdressedfothe new scope of public
IP addresses. The re-addressing process included a complete
change in setting of all of the existing external systems and also
a change in seffing of the already created new sysfems fo the
new address scope.

In 2011, the electronic prescription system in healthcare
establishments and pharmacies was implemented on a much
larger scale. Furthermore, the new system interface was
created that allows to send the electronic recipe identifier
by SMS to patients’ mobile telephones. This functionality will
limit “unnecessary” visits to the doctor, where the patient only
collects from the doctor the prescribed recipe.

Atthe end of 2011, via the data boxes system, a total of 28,309

data messages were sent from the Institute.

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
fo satisfy the users as well as other cooperating enfities. The
department cooperates with external companies and is involved
in projects associated with the development of information
technologies and data security.
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Obr. 1. NahliZeni do spisu pFes webovou sluzbu
verso v roce 2011

Fig. 1. Document viewing via website (verso) in

2011
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Obr. 2. Po&et subjektd pFipojenych k rozhrani DSR
v roce 2011

Fig. 2. Number of entities connected to the DSR
interface in 2011
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Obr. 3. Prehled hla3eni distributord v systému DIS13 v roce 2011
Fig. 3. Overview of distributors’ reports within the DIS13 system in 2011
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5.2 Databéze lé&ivych
pFipravku a sledovani dodévek
distribuovanych lé&ivych
pFipravkd

Ustav vede na zdkladé povinnosti dané zdkonem o lécivech
evidenci registrovanych lécivych pripravkd a zajistuje zvetejnéni
vybranych informaci ve svém informaénim prostredku. K d&elu
této evidence slouZi interni databaze lécivych pifpravkd (DLP),
kterd je probézné akiualizovana.

Evidence lécivych pripravku a jejich
komponent

Databaze ma dvé zakladni eésti, kieré jsou navzajem propoje-
ny - knihovnu lékd a knihovnu komponent.

Knihovna lekd

Zde jsou zaznamendny Udaje o viech humannich lécivych pit-
pravcich, pro néz bylo v Ustavu vedeno registra&ni fizent, véet-
né t&ch, jejichz registrace byla zrusena nebo u kterych spravni
fizeni o registraci teprve probihd. L&civé pripravky jsou v data-
bazi evidovany prostiednicivim jednoznacného identifikatory,
kterym je kod SUKL, pridélovany kazdé varianté légivého pii-
pravku. V knihovné 1éki jsou rovnéz evidovany lécivé pifpravky,
pro n&z byl Ministerstvem zdravotnictvi CR povolen specificky
lécebny program, a ddéle potraviny pro zvlasini lékafské ucely,
které Ustav eviduje v souvislosti s agendou cen a Ghrad ze zdra-
votniho pojistént.

V roce 2011 Ustav ud&lil 849 rozhodnuti o registraci (6516
kodt SUKL). Byla zrusena registrace pro 727 registracnich
gisel, coz odpovida 6274 kodom. Ke zrusent registrace do-
chézelo bud na zddost drzitele rozhodnuti o registraci (457
registraénich &isel), zrusenim z dovodu ,sunset clause” (208 re-
gistragnich &isel), nebo tfm, Ze drzitel nezazadal o prodlouzent
registrace (62 registraénich &isel). Celkové byla v r. 2011 ukon-
gena platnost 7804 kédi (ukongena doba doprodeje kodu
nebo zrusena registrace).

Knihovna komponent

Zahrnuje veskeré lécivé a pomocné latky, obsazené v lécivych
pripravcich registrovanych v CR, ddle i jing, tzv. INN kompo-
nenty, uvadéné v publikaci WHO Drug Information a kompo-
nenty lékopisné (uvedené v Eviopském a Ceském Iékopise).
Tyto posledni dva typy komponent jsou v databazi evidovany
bez ohledu na to, zda jsou v nékterém v CR registrovaném pii-

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 Insfitute maintains a registry of authorised
medicinal products and provides for the publication of selected
information in its information media. For the purposes of this
regisiry, the Insfitute uses an internal database of medicinal
products [DLP] which is updated on an ongoing basis.

Registry of medicinal products and
their components

The dafabase has two basic parts which are interconnected
the Medicines library and the Components Library.

Medicines Library

The Medicines Library contains data on all medicinal products
for human use for which the Institute has conducted marketing
proceedings,
authorisation has been revoked or for which the marketfing

authorisation incl. those whose marketing
authorisation application is currently pending.  Medicinal
products are recorded in the database using a unique identifier,
which is the SUKL code, allocated fo each presentation of
a medicinal product. The Medicines Library, moreover, contains
a registry of medicinal products for which the Ministry of Health
of the Czech Republic has approved a specific therapeutic
programme, and foods for special medical purposes, which are
registered by the Insfitute in relation to the issues of prices and
reimbursements from health insurance.

In 2011, the Institute granted 849 marketing authorisations
(6,516 SUKL codes). Markefing authorisations were revoked
for 727 marketing authorisation numbers which corresponds
fo 6,274 codes. Marketfing authorisations were revoked either
upon request of the marketing authorisation holders {457 MA
numbers), due to the Sunset Clause (208 MA numbers) or
due to the fact that the marketing authorisation holders did not
apply for MA renewal (62 MA numbers). In 2011, the validity
of 7,804 codes in total expired (the period of final code sale
expired or marketing authorisation was revoked).

Components Library

The Components Library includes all actlive substances and
excipients contained in the medicinal products authorised
in the Czech Republic as well as other, so called INN
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pravku obsazeny &i nikoli. Kromé& z&kladnich 4dajo jsou uve-
dena predeviim synonyma ndzvo komponent véetné literdmnich
zdrojli, oznageny jsou latky ndvykové nebo latky s potencidlem
pro doping. V soucasné dobé& obsahuje knihovna komponent
21 637 latek, v roce 2011 bylo vlozeno 358 novych kompo-
nent a aktualizovény zéznamy u 5635 komponent.

Byla provedena akiualizace oznaeni komponent na doping
a oznaceni pfipravkd s t&mito latkami v DLP podle The 2011
Prohibited List - The World Anti-Doping Code platné od
1. 1. 2011, bylo zahdjeno vkladani doplikd posledniho vydant
Eviopského lékopisu 70. Do knihovny komponent byl viozen
Cesky lékopis 2009 - Doplngk 2011. Byla provedena kontro-
la navrzenych nowych navykovych latek, zejména chemického

Tabulka 1. Vybrané podskupiny registrovanych
lé&ivych pFipravkd evidované v databdzi SUKL

k 31.12. 2011

Table 1. Selected subgroups of authorised
medicinal products recorded in the SUKL
database as of December 31, 2011

Celkovy pocet reg. éisel/
obchodovanych reg. ¢isel

/ Total no. of authorised
MA numbers/marketed MA

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 addifion to the essential data, synonyms
of the names of components, incl. literature sources, are
provided, and addictive substances or potentially doping
substances are flagged. At present, the Components Library
confains 21,637 substances; in 2011, 358 new components
were entered and records of 5635 components updated.
An update of the flagging of doping components and products
confaining these substances in the DLP was carried out in
compliance with The 2010 Prohibited List - The World Anti-Doping
Code which came info force on January 1, 2011; incorporation of
the supplements to the latest issue of European Pharmacopoeia
70 began; Czech Pharmacopoeia 2009 - Supplement 2011
was entered in the Components Library. A check of the proposed
new addictive substances was carried out, particularly in terms of
chemical ferminology; and an ATC update in the Components

Celkovy pocet kodu
SUKL/obchodovanych
kédo SUKL /

Total no. of SUKL codes/

numbers

Celkem lécivych pFipravki (bez homeopatik)
/ Medicinal products in total (excl.
homeopathic products)

Z toho podle registracnich &isel:  / Of which by MA numbers:

Registracni &isla udélena Ustavem / MA numbers
granted by the Insfitute

Registraeni &isla pifpravkd registrovanych
cenfralizovanym postupem Spolecensivi / MA
numbers of products authorised via Community
cenfralised procedure

Z toho podle obsahu: / Of which by content:
Jednoslozkové / Single-component

Viceslozkové / Multi-component

Z toho podle typu vydeje: / Of which by type of dispensing:

Vydej na lékafsky predpis / Prescription-only medicinal
products

Vydej bez lékafského predpisu / Sale OTC

Vydej bez |ékatského predpisu s omezenim /
Restricted Sale OTC

Homeopatika / Homeopathic products

marketed SUKL codes

14 216/5 223 55841/7 735
6 793/4 520 48 293/6 973
7 423/703 7 444,/703
11 083 46 980
3133 8 861
13 451 /4 544 52883/6713
780,707 2 503,/1022
1/9 25/15
1253/335 3281/446
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ndzvoslovi, a bylo zapocato s aktualizaci ATC v knihovné kom-
ponent, vzhledem k piipravé nového SRDLP.

V registrovanych lécivych pfipravcich je obsazeno celkem
2 418 roznych lé&ivych latek.

Library was started with a view to the preparation of the new
Medicinal Products Database Management System (SRDLP).

Authorised medicinal products contain 2,418 various actfive
substances in total.

Obr. 1. Registrované |é&ivé pripravky v letech 2007-2011
Fig. 1. Authorised medicinal products in the period 2007-2011

Registrované 1é&ivé pripravky (bez homeopatik) / Authorised medicinal products (excl. homeopathic products)
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Celkem nebyla v pribghu roku 2011 hlésena distribuce
u 48 1006 kodu (86,15 %) 1é&ivych pripravkd bez homeopatik.
Tyto piipravky mély tedy plainé rozhodnuti o registraci, nebyly
viak uvadény na frh.

Pravidelné vystupy z databaze lécivych
pripravko

Ustav pravideln& zvefejfivie pro potieby odborné i 3iroké ve-
fejnosti informace o registrovanych é&ivych pipravcich, schvé-
lenych specifickych légebnych programech a potravinach pro
zvigsini lekatské ueely se viemi podrobnymi 4daii v rémci data-
baze registrovanych lé&ivych pifpravko.

Pro potiebu distributord a spolecnosti dodévajici SW systémy
pro lékate a lékarny jsou shodnd data zvefejiiovana na infer-
nefovych strankach v podobé Cislenku SUKL. Ten umozfiuje
strojové zpracovani dat a zdroveri obsahuje i vekeré potiebné
pomocné &iselniky.

Od roku 2008 Ustav na svych strankéch zvefejiivie prehled
Seznam hrazenych lé&ivych pripravkd a potravin pro zvldsini
lékaiské ucely, a to veemé jeho aklualizaci. V roce 2010 byl
zaveden systém zvefejiovdni tzv. Kontrolntho seznamu, kiery

In the course of 2011, the disfribution of 48,106 SUKL codes of
medicinal products in fotal (86.15%) excl. homeopathic products
was not reported. Hence despite having an effective marketing
authorisation, these products were not placed on the market.

Regular outputs from the database of
medicinal products

For professionals as well as for the general public, the
Institute regularly publishes data about authorised medicinal
products, approved specific therapeutic programmes and
foods for special medical purposes with all details within the
scope of the dafabase of authorised medicinal products.
For distributors and companies supplying SW systems to doctors
and pharmacies, identical data are published onthe website inthe
form of SUKLIndex. This allows for computerised data processing
and, at same fime, confains all necessary auxiliary indices.
Since 2008, the Insfitute 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 Confrol Llist publishing was established,
which nofifies professionals in advance of possible changes
to maximum prices and reimbursements implied by completed
decisions which came info force. In 2011, in accordance with
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doptedu upozoriivje odbornou vefejnost na mozné zmény ma-
ximalnich cen a thrad, vyplyvajici z pravomocné ukon&enych
rozhodnuti. V roce 2011v souladu se zdkonem ¢&. 298 /2011

Sb. se ndzev Kontrolni seznam méni na Ndévrh seznamu.

Informace z databdze jsou ddle vyuzivany i v prehledu hlgseni
o uvedeni na trh, preruseni nebo ukonceni dodavek lécivych pit-
pravkd na frh, v prehledu zmén v registracich nebo v prehledu
neintervencnich poregistracnich studit.

Hodnoceni dodavek
distribuovanych lécivych pripravku

Hodnoceni dodavek distribuovanych [écivych pripravkd, zalo-
Zené na povinném hlésent subjektt opravnénych v CR distribu-
ovat lécivé piipravky, bylo v roce 2011 provadéno mésicné.
Predmeatem hlagent byly dodavky lécivych pripravkd do leka-
ren, dalsich zdravotnickych zafizeni v CR i v zahranici. Kromé
registrovanych lécivych piipravkd byly hodnoceny i pifpravky
zatazené do specifickych lécebnych programt a neregistrovo-
né pifpravky, dodéavané na zakladé lékatského predpisu pro
konkrétntho pacienta.

Byly vyhodnocovany ddaje o objemech distribuovanych léci-
vych piipravkd v poctu baleni, ve finanénim vyjadieni (v Ke&)
a v DDD. Udaje o finanénich nakladech jsou s ohledem na po-
tiebu porovnani této hodnoty v probeéhu let uvedeny v cenéch
pivodce, fi. v cendch vyrobce bez DPH (vyie DPH se v pri-
béhu let ménila) a bez obchodnf prirazky (stanovené OP, dle
Cenového piedpisu Ministerstva zdravomictvi 1,/2008/FAR ze
dne 12. kvétna 2008, resp. Cenového piedpisu Ministersiva
zdravotnictvi 2/2009/FAR ze dne 20. biezna 2009, podléhd
pouze &ast lécivych pFipravkd).

Pravidelné ¢tvrtletni vyhodnoceni dodavek distribuovanych pii-
pravks je od roku 2008 na webovych strankach Ustavu dopl
fiovano tabulkou, ve které jsou uvedeny dodévky pro kazdou
lécivou latku (rozliseno pipadné ddle na cestu poddni.

Vroce 2011 se Ustav ve vyhodnoceni dodévek distribuovanych
pripravkd zaméiil kazdé chvriletl na vybranou skupinu lécivych
pfipravkd a dlouhodoby vyvoj v této skuping hodnotil podrob-
n&. V 1. ¢ivrilefl to byla skupina 1ékd s oznacenim ,orphan”, ve
2. ¢ivriletl antiepileptika, ve 3. ¢vrileti [écba osteopordzy a ve
4. &vrileti antibiotika.

V roce 2011 bylo distribuovano 297,075 mil. balenf lecivych
piipravkd, predstavuijicich priblizng 5871,93 mil. definovanych
dennich davek. Hodnota t&chto dodavek byla 58,93 mld. K&
(dle cen vyrobce).

Act No 298,/2011 Coll. the name Control List was changed to
the Draft List.

Information from the database is also ufilised 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-inferventional postmarketing 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 2011, like in
previous years, conducted on a monthly basis. The subjectmatter
of the reporfs concerned the deliveries of medicinal products
to pharmacies, other healthcare establishments in the Czech
Republic and abroad. 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.

Data on the volumes of distributed medicinal products in
number of packages, in financial volumes (in CZK), and in
DDD were evaluated. With a view to the need to compare their
value over the years, data on financial cosfs are provided in
producer prices, i.e. exfactory prices excl. VAT (VAT rafes 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 May 12, 2008, and by the Price Regulation of
the Ministry of Health No 2,/2009/FAR of March 20, 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 subsfance (further
broken down by route of administration, where applicable).

In 2011, the Institute in evaluating supplies of distributed medicinal
products each quarter newly focused upon a selected group of
medicinal products and evaluated the longterm development
within the concerned group in detail. In the 1st quarter it was the
group of medical products named “orphan”, in the 2nd quarter
antiepileptic drugs; in the 3rd quarter freatment of osteoporosis;
and in the 4th quarter antibiofics.

In 2011, 297.075 mil. packages of medicinal products were
distributed, which corresponds to approx. 5,871.93 mil. defined
daily doses. The value of these deliveries was 58.93 billion
CZK (based on exfactory price).
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Tabulka 2. Dodévky distribuovanych lééivych pFipravkd v roce 2011
Table 2. Deliveries of distributed medicinal products in 2011

Lécivé pripravky celkem / Medicinal products in total

Dodavky do lékdren a zdravotnickych zafizent (mil. baleni) / Deliveries to pharmacies and healthcare

establishments (mil. packages) 297,075
Doddvky do lékéren a zdravonickych zafizenf (dle cen vyrobce v mil. K&) / Deliveries to pharmacies and
. : : 58 928,165
healthcare establishments (mil. CZK based on exfactory price)
Doddvky do lékdren a zdravotnickych zafizent (mil. DDD) / Deliveries to pharmacies and healthcare
. . 5871,925
esfablishments (mil. DDD)
DDD/1000 obyvatel/den / DDD /1000 inhabitants/day 1527373
Lécivé pripravky na lékafsky predpis / Prescription-only medicinal products Pocet / No.
Dodavky do lékaren a zdravotnickych zaiizeni (mil. baleni) / Deliveries to pharmacies and healthcare
. . 198,205
establishments (mil. packages)
Doddvky do lékdren a zdravotnickych zafizent (dle cen vyrobce v mil. K&) / Deliveries to pharmacies and
‘ . . 52 647,941
healthcare establishments (mil. CZK based on exfactory price)
Doddvky do lékdren a zdravotnickych zafizeni (mil. DDD) / Deliveries to pharmacies and healthcare 5330100

establishments (mil. DDD)
DDD/ 1000 obyvatel/den / DDD /1000 inhabitants/day 1 388,801

OTC a vyhrazena lééiva / OTC and selected pharmaceuticals

Doddvky do lékaren, zdravomickych zafizeni a prodejcim vyhrazenych léciv (mil. baleni) / Deliveries to
: : ) ) 98,088
pharmacies, healthcare establishments, and vendors of selected pharmaceuticals mil. packages)

Dodavky do lékdaren, zdravomickych zafizeni a prodejcdm vyhrazenych léciv (dle cen vyrobce v mil. K&
/ Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. CZK 6 208,560
based on exfactory price)

Doddvky do lékdren, zdravotnickych zafizenf a prodejctim vyhrazenych 1é&iv (mil. DDD) / Deliveries fo
pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. DDD)

DDD/1000 obyvatel/den / DDD/ 1000 inhabitants/day 138,398

OTC s omezenim / Restricted OTCs

Doddvky do lékaren a zdravotnickych zaiizeni (mil. baleni) / Deliveries to pharmacies and healthcare

532,066

establishments (mil. packages) 0,782
Doddvky do lékéren a zdravoinickych zafizeni (dle cen vyrobce v mil. K&) / Deliveries to pharmacies and
) : ) 71,624

healthcare establishments [mil. CZK based on exfactory price)
Dodavky do lékaren a zdravotnickych zaiizeni (mil. DDD) / Deliveries to pharmacies and healthcare

: ) 0,671
establishments (mil. DDD)
DDD/ 1000 obyvatel/den / DDD/1000 inhabitants/day 0,174
Homeopatika / Homeopathic products
Doddvky do lékaren (mil. baleni] / Deliveries to pharmacies (mil. packages) 1,590
Doddvky do lékdaren (dle cen vyrobce v mil. K&) / Deliveries to pharmacies (mil. CZK based on exfactory 115006

price)
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Obr. 2. Dodavky lééivych pFipravko v letech
2007-2011

Fig. 2. Deliveries of medicinal products in the
period 2007-2011

m Celkovy pocet baleni - mil. ks | Total no. of packs - mil. pes

m Definovanych dennich dévek - mil. | Defined daily doses - mil.

o Finanéni néklady (dle cen vyrobce) - mld. | Financial costs
(based on exfactory price) - bill.

5.3 Informaéni aktivity

Oblast poskytovant informaci Ustavem je zaijisfovana prostied-
nictvim Tiskového a informaéniho oddélent (TIO), které komuni-
kuje s laickou i odbornou vefejnosti, a to jak telefonicky a elek-
tronicky, tak také pisemné.

TIO zabezpetuje chod a sprévu webovych stranek Ustavu
www.sukl.cz, Informaéniho portélu pro vefejnost www.olecich.cz
a webu kampané Nebezpeené léky www.nebezpecneleky.cz.

Celkovy poéet baleni - mil. ks K& v mld.
Total no. of packs - mil. pcs CZK in bill
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5.3 Information activities

Information activities in the Institute are provided for by the Press
and Information Department (TIO] which communicates both
with the general public and with healthcare professionals by
phone, email, as well as in writing.

TIO provides for the operation and administration of SUKL's
website www.sukl.cz, the Public Information Portal located at
www.olecich.cz and the website of the hazardous medicines

Adresu informa&niho portélu pro vefejnost www.olecich.cz
(difve www.leky.sukl.cz) v roce 2011 zadalo do svého webo-
vého prohlizece 264 680 navstevnikl, kiefi zhledli celkem
1488 379 stranek. Webové stranky pro odborniky www.sukl.cz
navitivilo 1 224 541 névstevnikl, kiefi si prohlédli témér 8 mi-
liond stranek.

Obr. 1. Poéet ndvstév a polet zhlédnutych
stranek na www.sukl.cz, www.olecich.cz

a www.nebezpecneleky.cz

Fig. 1. Number of visits and viewed pages
on www.sukl.cz, www.olecich.cz and
www.nebezpecneleky.cz

campaign www.nebezpecneleky.cz.

The address of the Public Information Portal www.olecich.cz
[previously www.leky.sukl.cz) in 2011 was entered info the web
browser by 264,680 visitors who viewed a total of 1,488,379
pages. The web site for professionals www.sukl.cz was visited
by 1,224,541 visitors who viewed almost 8 million pages.

Pocet (v milionech) / Number (in millions)
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Informa&ni portdl pro vefejnost O lécich.cz prosel v druhé po-
loving roku 2011 grafickou i funkéni Upravou. Jeho cilem viak
z0stévd informovat, vzdélavat a chranit vefejnost pred neové-
fenymi a nepfesnymi informacemi z oblasti léciv. Portél je nové
dostupny také v mobilni verzi a je doplnén prezentaci na soci-
alni siti Facebook, kier¢ mimo jiné umoziuje dotazovat se po-
moci formuldte odbomikd - |ékafd a lékarniko.

Nova publikace, kterou SUKL v roce 2011 predstavil a kferd je
sou&dsti portalu O lécich.cz, ma nézev infollSTY a kazdy mésic
prind3i vybrané téma z oblasti zdravi a lékd. Prvni dvé &isla,
publikovana v roce 2011, se vénovala t€matim ,Antibiotika”

a ,lécba HIV/AIDS".

V ramci webového portalu pokracovala i v roce 2011 sluzba
,Zeptejte se”. Na dotazy verejnosti odpovidali lékamici a léka-
fi - vieobecny a détsky lekar, gynekolog, lékar specializovany
na cestovni medicinu, défsky pneumolog a lékaf se zamé&fenim
na sportovni medicinu. Sluzbu vyuZilo celkem 480 tazatelv.

Tiskové a informaéni oddéleni také spravuje odbornou knihovnu
Ustavu a zajisfuje publikagni ¢innost, kterou predstavuje pfipra-
va a vydavani publikaci Vastnik SUKL, lékovy bulletin Farmako-
terapeutické informace - len Mezindrodni spole&nosti lékovych
bulleting (ISDB) - a elekironicky Zpravodaj nezddoucich oeinko.
Viechny uvedené publikace jsou dostupné na webowych stran-
kach SUKL www.sukl.cz.

V roce 2011 TIO vydalo 19 tiskovych zprév nebo aviz SUKL
a vypracovalo odpovédi na 229 novindfskych dotazd. Kromé
toho piipravilo a zorganizovalo dvé setkani s novindfi.

Nelze opomenout ani obnoveni dosavadni spolupréce s pacient-
skymi organizacemi, kterym TIO pravideln& nabizi akiudlni informa-
ce, a fo predeviim prosffednictvim informacniho portélu O lécich.cz.

Pocet navstév / Number of visits
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The Public Information Portal O lécich.cz was in the second
half of 2011 subject to changes of its graphical design and
its function. However, its objective remains to be to inform,
educate and protect the public from unverified and inaccurate
information related to medicinal products. The Portal is newly
available also in its mobile version and is supplemented with
the presentation on the social network Facebook, which, infer
alia, allows to ask questions by means of the form of experts -
doctors and pharmacists.

The new publication that was presented by SUKL in 2011 and
which is a part of the portal O lécich.cz is named infolISTY
and each month presents selected themes related fo health and
medicines. The first two issues published in 2011 focused on the
themes “Antibiotics” and “"HIV /AIDS treatment”.

On the web portal the "Ask-an-Expert” service continued in
2011, too. Pharmacists and doctors - general practitioner and
paediafrician, gynaecologist, a physician specialising in travel
medicine, paediatric pulmunologist and a physician specialising
in sports medicine answered questions from the public. The
service was used by a fotal of 480 enquirers.

TIO olso 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), o member of the International Society of Drug
Bulletins (ISDB) and the electronic Adverse Drug Reactions
bulletin. All publications are available from SUKL's website
located at www.sukl.cz.

In 2011, TIO issued 19 SUKL press releases or advices and
answered 229 journalists * questions in fotal. In addition, it has
prepared and organised two meetings with journalists.

Even the renewal of the existing cooperation with the patients’
organizations, whom TIO offers on a regular basis up-o-
date information, in particular through the information portal
,O lécich.cz”, cannot be neglected.

Obr. 2. Promérnd denni ndvstévnost

na www.sukl.cz, www.olecich.cz

a www.nebezpecneleky.cz

Fig. 2. Average daily no. of visits to
websites www.sukl.cz, www.olecich.cz and
www.nebezpecneleky.cz
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Hospodafeni v roce 2011

PFijmy

Hlavnf ¢ast piijmd byla v roce 2011 tvofena ndhradami vydaijd
za odbomé tkony, kieré podle zakona ¢. 378,/2007, o léci-
vech, ve znéni pozdgjsich predpist provadél Ustav na 2adost
vyrobcd, distributord, prodejcd a jinych prévnickych i fyzickych
subjektt. Nejvéfsi podil z celkového objemu &inily piijmy za
z¢dosti v agendé registraci [é&ivych pifpravkd. Piijmy za prove-
dené odbomné vkony Ustav postupné vyuziva v souladu se z4-
konem ¢&. 218,/2000 Sb., o rozpoctovych pravidlech, na finan-
covéni vydaid, nezajisténych prostrednictvim pridélu finanénich
prosttedkd ze stéintho rozpoé&tu, a o na financovani mzdowvych,
provoznich a investi¢nich potieb. V roce 2011 byl takio navysen
limit pro thradu vydajt o 284 282 tis. K&, ddle o 133 fis. za
pijaté pojisiné ndhrady. Formou povoleného piekroceni vydajo
bylo vyuzito 56 024 tis. K& na investiéni vydaje a 281 989 fis.
K& na neinvestieni vydaije.

Mimo pfiimy za néhrady vydaijd za odbomé tkony dalsf &ést
pFimd tvorily napf. vybrané spravni poplatky za podavané 24-

Income and expenditure
account for 2011

Income

The major part of incomes in 2011 was generated by
reimbursement for expert activities which, pursuant fo Act No
378/2007, on Pharmaceuticals, as amended, were conducted
by the Institute upon request from manufacturers, distributors,
vendors, and other legal entiies and natural persons. The major
part of the overall volume was represented by income from
applications related to marketing authorisations of medicinal
products. Income from conducted expert activities is used
piecemeal by the Insfitute in compliance with Act No 218 /2000
Coll, on Budgefary 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 2011, in this way the limit for reimbursement of
expenditure was increased by 284,282 thous. CZK, furthermore
by 133 thous. CZK for the received insurance compensations.
Through permissible excess expenditure 56,024 thous. CZK
were used for investment purposes and 281,989 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
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dosti ve vy3i 34 362 tis. K& a ostatni pfijmy, jako napf. pifjmy
z urokd z finanénich prostiedkd na vkladovych uetech u Ceské
narodni banky, pfiimy za poskytovani sluzeb a informaci, pro-
najem aij.

Tabulka 1. Finanéni prostfedky a stétni rozpodet
Table 1. Funds and the state budget

the collected administrative fees for submitted applications
amounting to 34,362 thous. CZK and other income, such as
income from the interest on funds on deposit accounts with the
Czech National Bank, income from the provision of services
and information, lease, etc.

Primémy pocet zaméstnancd / Average headcount

Finance pfidélené ze staniho rozpodtu na provoz SUKL (v tis. K&) / Funds allocated from

the state budget for the operation of SUKL (thous. CZK)

Odvod financf do stétntho rozpoétu (v tis. K&) / Payments to the state budget (thous. CZK)

Vydaije
Udaije o vydajich v roce 2011 jsou dle jednotlivych kategori
uvedeny v fabulkéch 2 oz 4.

Z investienich zdroji byly financovany predeviim licence k po-
uzivanému SW, SW vziahujici se k realizaci centréintho vlozis
t&, byly vytvofeny nové funkcionality webovych sfranek. V roce

1 byl dokonen bezbariérovy pfistup do budovy Ustav,
byla zapocata rekonstrukce laboratori v objektu Ustavu a ob-
iektu kancelait v Bmé, kieré prechazeji i do roku 2012. Pro
laboratofe byly zakoupeny pristroje nezbyiné pro jejich &innost.
Neinvestieni vydaje byly cerpény na &innosti odbomych ttvarg
a na zaijisfovéni provozu Ustavu (tabulka 3).

Majetek

Stav celkovych akfiv Ustavu k 31. 12. 2011 &inil 2 284 095 tis.
K&. Hodnota maijetku je uvedena k 31. 12. 2011 nové v zistat-
kové cen&. Do roku 2010 byla hodnota majetku vedena v po-
fizovacich cendch. Tafo vyraznd zména v ocefiovdni majetku
byla provedena na zdkladé vyhlasky 410,/2009 Sb. a teet
niho standardu ¢ 708 Odpisovani dlouhodobého majetku.
Vybrané druhy aktiv a pasiv Ustavu jsou uvedeny v tabulce 2.

Ostatni
Na zahraniéni pracovni cesty bylo z rozpoctu Ustavu vynalo-
zeno 2943 fis. K&.

Kontrola

V roce 2011 byla v Ustavu vykondana kontrola Finanénim Gfa-
dem pro Prahu 1, kterd byla zaméfena na kontrolu spravy sprév-
nich poplatkd. V zé&véru kontrolniho zjisténi bylo konstatovano,
ze nebyly shleddny z&dné zavazné zévady a sprévni poplatky
byly vybirany v souladu se sazebnikem zdkona & 634,/2004
Sb., o spravnich poplafcich.

82728 45182 26000

47920 40151 42705

Expenditures
Data conceming expenditures incurred in 2011 are provided in
Tables 2 to 4, broken down by individual categories.

Investment resources were utilised primarily for the funding
of licences for the used software, software relafing to the
implementation of the Cenfral Repository. New functionalifies
of the website were created. In 2011, wheelchair access to
the building of the Institute was completed, the reconstruction
of laboratories in the building of the Insfitute and in the office
premises in Brno started, which also confinues in 2012. For
laboratories, the devices necessary for their activities were
purchased. Operating expenditures were utilised for the
activities of regulatory units and for the operation of the Institute
(Table 3).

Assets

The total assets of the Institute as of December 31, 2011 were
2,284,095 thous. CZK. The assefs are newly stated at the net
book value. Till 2010 assets were stated at cost. This significant
change in asset valuation was performed based on Decree
No. 410/2009 Coll,, and the accounting standard No. 708
Depreciafion of fixed assets. Selected types of assets and
liabilities of the Insfitute are specified in Table 2.

Other
2,943 thous. CZK from the budget of the Institute were paid for
business trips abroad.

Auditing

In 2011, the Tax Authority for Prague 1 conducted an audit in the
Institute focused on the review of the management of administrative
fees. At the end of the audif findings it has been noted that no
material shortcomings were identified and the administrative fees
have been collected in accordance with the scale of fees under
Act No 634,/2004 Coll. on Administrative Fees.
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Tabulka 2. Pfehled vybranych druhd aktiv a pasiv organizace (v tis. K&)
Table 2. Overview of the Institute’s selected assets and liabilities (CZK thousands)
2010 2011

Obdobi minulé / | Obdobi bézné /
Previous period Current period

Nazev polozky /

Name of item

AKTIVA / ASSETS 2 100 157 2 284 095
A. Stéla aktiva celkem /Total fixed assets 482 172 381 294
v tom:/ including:

. Dlouhodoby nehmotny majetek celkem / Total intangible fixed assets 132 834 118 530
II. Dlouhodoby hmotny majetek celkem / Total tangible fixed assets 349 338 262 764
Pozemky / Land 923 3984
Stavby / Buildings 196 424 144 805

Samostatné movité véci a soubory movitych véci / Separate movables and
sefs of movables

Drobny dlouhodoby majetek / Low-value fixed assets 37 515 35 641

Nedokong&eny dlouhodoby hmotny majetek / Tangible fixed assets in the
course of construction

B. Obéznd aktiva celkem / Total current assets 1617 985 1 902 801

v fom: / including:

114 476 71255

7 079

. Zasoby celkem / Total inventories 54 54
Il. Pohledavky celkem / Total receivables 1 903 4790
:il(lq.uti]dézsr;ipoétového hospodafeni / Total economic accounts Total current 316 607 396 086
IV. Finaneni majetek celkem / Total current liquid assets 1299 421 1570971
C. Vlastni kapital / Equity 1697 306 1894 463
v fom: / including:

. Jméni Getni jednotky / Accounting entity assets 419 734 328 118
. Finanéni a pen&zni fondy celkem / Total financial and money funds 1278 924 1547 361
Fond kulturnich a socidlnich potteb / Fund of cultural and social needs 3459 1276
Fond rezervni / Reserve fund 1275 465 1 546 085
Il Vysledek hospodarteni / Economic result -1 352 18 984
D. Cizi zdroje celkem / Total borrowed capital 402 851 389 632
v fom: / including:

Lx\l/c)glednzi(aogisszﬁr:zpoétového hospodarteni / Budgetary operations 381 70] 366 400
Il Kratkodobé zavazky celkem / Total shortterm liabilities 21 150 23230
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Tabulka 3. Rozpoétové prijmy, rozpoétové vydaje a financovéni (v tis. K&)
Table 3. Budget incomes, budget expenditures and financing (CZK thousands)

Rozpocet na rok 2011 / Budget for 2011 | Skuteénost

PFijmy / Incomes

za rok

Ptiimy za sprévnf poplatky / Incomes from administrative
fees

Ptiimy za pokuty / Incomes
Ptiimy z prondjmu maijetku / Incomes from property lease

Piiimy z Groku a realizace finanéniho majetku / Incomes
from interest and realisation of current liquid assets

Ostaini nedafiové pfijmy / Other non-tax incomes
Pfevody z vlastnich fondt / Transfers from own funds
CELKEM / TOTAL

Vydaije / Expenditures

Platy zamé&stnancd v pracovnim poméru / Fullime

Schvaleny Rozpocet po
rozpocet / zménéach / 2011 /201
Approved budget | Corrected budget reality
@ 000 @ 000 34 362
1 000 1 000 3 33]
0 0 72
0 0 1326
0 0 3614
0 0 284 282
10 000 10 000 326 987

Rozpoéet na rok 2011 / Budget for 2011 | Skuteénost

Schvaleny Schvaleny za rok
rozpocet / rozpoiet véemné | 2011/2011
mimorozpoétu / | reality
Approved budget

incl. out-of-budget

Approved budget

) ; 17 709 157 718 155936
employees' salaries
Ostotnl'.p|otby za provedenou praci / Other personnel 816 8 450 8 450
expenditures
Povin.né poii.stné placené zaméstnavatelem / Mandatory 6208 55 405 54 810
premium paid by employer
Prevody vlastnim fondom FKSP / Transfers to own funds 177 1599 1598
Ndhrady nemoci / Sickness compensations 0 600 600
Provozni vydaje / Operating expenditures 1 000 86 623 86 586
Pofizeni dlouhodobého hmotného a nehmotmého maijetku
/ Acquisition of longferm tangible and intangible assets 0 26 31 26025
Pievedené a nevycerpané prostiedky na osobnf
vydaje, v roce 2011 odvedeny do stamiho rozpoctu / 5388
Broughtforward and non-ufilised personnel expenditures,
transferred to state budget in 2011
CELKEM / TOTAL 26 000 366 726 366 402
v tom / including:
B&zné vydaje / Current expenditures 26 000 310 415 310377
Kapitélové vydaje / Capital expenditures 0 56 311 56025
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Tabulka 4. Provozni vydaije jednotlivych dtvart Ustavu, rezijni a jiné vydaje k 31. 12. 2011 (v tis. K&)
Table 4. Operating expenditures of the Institute’s individual departments and branches as of
December 31, 2011 (CZK thousands)

Utvar - hospodéiska stiediska / Department/Branch Provozni vydaje /
Operating expenditure

Usek feditele, interni audit, oddéleni jakosti / Department of Director, internal audit, quality

management department 220l
Kanceldr teditele / Director's Office 19 557
Tiskové a informa&ni oddéleni / Press and Information Department 5328
Usek naméstka pro odborné cinnosti / Section of Deputy Director for Regulatory Affairs 288
Sekce dozoru / Surveillance Branch 5622
Sekce registraci / Marketing Authorisation Branch 344
Sekce cen a thrad / Price and Reimbursement Regulation Branch 888
Usek naméstka pro informatiku a ekonomiku / Section of Deputy Director for IT and Economic 106
Issues

Sekce servisnich &innosti / Service Activities Branch 17712
sekce informatiky / IT Branch 34 480
Celkem / Total 86 586

Tabulka 5. Statistika vydajo v letech 2009-2011
Table 5. Developments in the area of expenses and wages in the years 2009-2011

Neinvestiénf vydaije celkem (v fis. K&) / Total operafing expenditure (in thousands of CZK) 336 844 320 698 310 377
Neinvestiéni vydaje (bez mzdovych prostiedkd, pojisténi a FKSP) (v fis. K&) /

2 Operating expenditure (excl. wages) (in thousands of CZK) B
3 Vydaje na investice (v fis. K&) / Capital assets expenditure (in thousands of CZK) 106419 61 003 56025
4 Promérny prepocteny pocet zamésiancl / Average converted number of employees 337 333 I3

N¢kladovost na jednoho zaméstnance (fadek 1/fadek 4) /

Expenses per employee (line 1/line 4) 1000 763 792
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7. ZAMERENI NA ZAMESTNANCE
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7.1 Persondlni otdzky

Zacatkem roku 2011 byla v rémci realizace programu snizové-
ni ndkladd implementovéna nové organiza&ni strukiura a v per-
sondlnim plénu ponizen poget zaméstanct na 315 (v prepociu
na plny pracovni tvazek|. V probghu roku v souvislosti s vytvo-
fenim nové organizaéni slozky Sekce ochrany spotfebiteld bylo
MZ CR schvdleno navyseni persondintho planu o 2 pracovni
Gvazky, tedy celkem 317 zaméstnanco. K 31. 12. 2011 byl ten-
to plénovany po&et zaméstancd naplnén na 98 %, to je 310,8
pracovnich Gvazkd. Primémy stav zaméstnancd v kumulaci od
pocatku roku byl 312,71 Gvazko.

Eviden&ni pocet zamésinanch ve fyzickych osobach k 31. 12. 2011
byl 327, ztoho 266 Zen (ti. 81,34 %) a 61 muzd (fi. 18,66 %).

Cas odpracovany v ramci dohod o provedeni prace a dohod
o pracovni ¢innosti pfedstavoval 17,6 zaméstnance v piepociu
na plny pracovni Gvazek, to je navyseni o 26 % ve srovndni
s rokem 2010.

Vékovy promér viech zaméstnanci je stejny jako v roce 2010,
fj. 42 let.

7.1 Personnel issues

At the beginning of 2011, as part of implementation of the
cost reduction programme the new organisational structure of
the Insfitute was implemented and in the planned headcount
the number of employees was reduced to 315 [at fulliime
equivalent employees (FTEs). During the year, in connection
with the establishment of a new organisational unit Health and
Consumer Protection Branch, the Ministry of Health approved
increasing of the planned headcount by 2 FTEs, i.e. a total of
317 employees. As of December 31, 2011 this planned number
of employees was implemented at 98 %, i.e. 310.8 FTEs. The
average number of employees on a cumulative basis, since the
beginning of the year was 312.71 FTEs.

The number of physical employees on payroll as of December
31, 2011 was 327 persons, of which 266 were women |i.e.
81.34%) and 61 men (i.e. 18.66%). 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 176 FTEs, i.e. an increase by 26% compared to 2010.

The average age of all employees is the same as in 2010, i.e.
42 years.
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Tabulka 1. Vékova struktura zcméstncmcﬁ v %
Table 1. Age structure of employees in 9

Rok / | Zamésinanci do 35 let / Zaméstnanci ve véku od 36 do 55 let | Zaméstnanci starsi nad 55 let
Year | Employees under 35 years | / Employees aged 36 to 55 years / Employees over 55 years

2009 35,90
2010 37,46
2011 37,00

Vyvuziti fondu pracovni doby

Z celkového poctu 569 692 odpracovanych hodin bylo 708
hodin pres¢asovych. Pres¢asovd préce se tykala v prevazné
mife zaméstancl zafazenych v kategorii délnické (fidici).

Za rok 2011 nasi zaméstanci zameskali 2424 pracovnich
dnd z divodu nemoci nebo osetiovani &lena rodiny (rok 2009
= 5822, 2010 = 2018). Z fondu pracovni doby bylo z tohoto
dovodu zameskdano 2,87 %, to je nérist o 25,88 % ve srovnani
s rokem 2010. Z celkového poctu zamésinancy je evidovana
absence z divodu nemoci nebo ogeffovani Elena rodiny u 102
zaméstnancd. Vysoké procento zameskanych dni je dano vel-
kym mnozstvim dlouhodobych nemoct: 12 zamésmnanci mélo
absenci > 1 mésic a < 2 mésice, 5 zaméstnancd >2 mésice a <
3 mésice a 12 zaméstnancd > 3 mésice.

46,60
46,40
48,38

17,50
16,44
14,68

Working hours utilisation

Of the total number of 569 692 hours worked, 708 were
overtime hours. Overtime work mostly concerned employees
from the workers category (drivers).

In 2011, the employees of the Institute were absent for 2,424
working days due to sickness leave or nursing a family member
[in 2009 = 5,822 working days, in 2010 = 2,018 working
days). Of the total working hours, 2.87% accounted for
absences due to sickness leave or nursing a family member,
which is an increase by 25.88% compared to 2010. Of the
total number of employees, absence due to sickness or nursing
a family member was observed in case of 102 employees. The
high percentage of absences is caused by a large number of
longterm sickness leaves: 12 employees were absent more
than 1 month and less than 2 months, 5 employees were absent
more than 2 months and less than 3 months and 12 employees
were absent more than 3 months.

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

Vzdélani

Education

Zd&kladnf / Primary 2
Sttednf odbomé / Secondary technical

Sttednf vieobecné / Secondary general 15
Sttedni odborné s maturitou / 08
Secondary technical with GCE

Vy33i odborné / Technical colleges %
Bakalaiské / Bachelor's degree 8
Vysokoskolské / University 210
Vysokoskolské doktor. / University doctorates 9

Fluktuace
V roce 2011 nastoupilo 64 novych zaméstnancid (2009 = 72,
2010 = 67). Pracovni pomé&r byl ukongen se 64 zamé&sinanci

(2009 = 61, 2010 = 67).

2000  f200  2on
---

0,56 0,3
1,68 4 115 4 1,122
4,20 11 3,17 10 3,06
2745 Q3 26,8 87 26,6
2,52 10 2,88 3 0,92
2,24 9 2,59 13 3,98
58,83 213 61,38 195 59,63
2,52 7/ 2,03 14 4,28
Staff turnover

In 2011, 64 new employees started their jobs in SUKL (2009 =
72,2010 = 67). 64 employees left (2009 = 61, 2010 = 67).
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Flukiuace zaméstnancd je srovnatelnd s rokem 2010. V souvis-
losti se snizovanim stavu zamé&stnancd v rdmci programu Uspory
ndkladd bylo 13 pracovnich pomérd ukonéeno vypovédi ze
strany zaméstnavatele z organizagnich divodo.

Staff turnover is comparable to 2010. In connection with the
staff reduction within the cost savings programme 13 jobs were
terminated by the employer for organizational reasons.

Tabulka 3. Prehled ukonéenych pracovnich poméri v roce 2011 podle divodu
a podle sekei
Table 3. Overview of employment terminated in 2011 by reason and branch

Sekce / | Ve zkusebni | Uplynutim Dohodou / |Vypovédi Vypovéd’ CELKEM | % k planovanému
Branch |dobé/In doby uréité / Termination | ze strany Z organiz. / TOTAL | poétu zaméstnanco
probationary | Definite-time by zaméstnance | duvodo / / % of the planned
period employment agreement |/ Notices Notices for number of
contract expiry given by organisational employees
employees |reasons
KR 0 0 0 2 2 4 12,69 %
NIE 2 1 ] 6 5 15 27,79 %
DOZ 0 4 0 3 4 11 10,85 %
REG 2 6 2 11 ] 22 26,34 %
CAU ] 0 3 7 ] 12 25,53 %
Celkem 5 n 6 29 13 64 20,16 %
/ Total

KR - Kanceldr reditele, NIE - Sekce servisnich &innosti a Sekce informatiky, DOZ - Sekce dozoru, REG - sekce registraci,
CAU - Sekce cenové a thradové regulace / KR - Director’s Office, NIE - Service Activities Branch and IT Branch, DOZ -
Surveillance Branch, REG - Marketing Authorisation Branch, CAU - Price and Reimbursement Regulation Branch

Motivace

Ustav se v roce 2011 piipoijil k programu tspor v organizaénich
slozkach stétu, a to vedle snizenf stavu zaméstnancy i snizenim
primémého platu o 5 % ve srovndnf s rokem 2010. Promé&rny
mé&sicni hruby plat za rok 2011 dosdhl vyse 38 995 Ke.

Staff incentives

The Institute in 2011 joined the programme of savings in the state
organisational units, apart from staff reductions also by reduction
in the average salary by 5 % compared to 2010. In 2011, the
average monthly gross salary amounted to 38,995 CZK.

Tabulka 4. Promérny hruby mési¢ni plat podle Grovné vzdélani
Table 4. 2011 average monthly gross salary by achieved level of education

Vzdélani /

SO bez maturity /
Secondary technical
without GCE

Education

SO s maturitou
/ Secondary
technical with GCE

Vyssi odborné a bakalarské | Vysoko-
/ Technical colleges and skolské /

Promérny plat / 30 210
Average salary

Socidalni program

Ustav zajisfuje stravovéni zaméstnancs na zakladé smluv s jiny-
mi pravnimi subjekty. Zaméstavatel prispiva na Ghradu naklado
na jedno hlavn jidlo v souladu s vyhlaskou Ministerstva financi
& 430/2001a s Dohodou uzavienou mezi zaméstnavatelem
a odborovou organizaci ,Zésady a pravidla pro Eerpani pro-
stredkd z fondu kulturnich a socidlnich potieb”. Kromé této thra-
dy nakladd pFispiva zaméstnavatel na jedno hlavni jidlo z FKSP
ato ve vy3i 6,65 Ke&. V souladu s vyse uvedenou dohodou pod-
poruje zamé&stnavatel z prosttedkd FKSP i sportovni a kulturni

31 001

bachelor degrees University

39 242 43 539

Social programme

The Institute provides for employee catering confracted out with other
legal entities. In compliance with the Decree of the Minisiry of Finance
No 430,/2001 and in compliance with the Agreement concluded
between the employer and the trade union organization, “Principles
and rules for drawing down the resources from the Fund of Cultural
and Social Needs” the employer contributes to the reimbursement
of costs per one main meal. In addiion to this reimbursement of
costs, the employer contributes fo one main meal from the resources
of the Fund of Cultural and Social Needs (FKSP) by 6.65 CZK.

89
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7. ZAMERENI NA ZAMESTNANCE
FOCUS UPON EMPLOYEES

akfivity zaméstancl, mofivuje zaméstance k péci o své zdra-
vi. Prosttedky na tyto akfivity jsou erpdany jednak ze spole¢né
asti fondu, ze které je zajistén provoz poj¢ovny sportovnich
pofteb, zaméstnanecké knihovny, sauny, a z tzv. osobniho kon-
ta zaméstance, které podporuje individudini zamé&feni akfivit
zaméstnancd.

V ramci podpory programu zamésiavan( rodicd s malymi dét-
mi uplativje Ustav moZnost pruzné pracovni doby, umoziiuje
zamé&stdni na krati Gvazek.

V roce 2010 byl vytvofen program ,préce z domova”, kiery je
uplatiiovan tam, kde je fo v rdmci ndplné préce mozné a efek-
tivni. V roce 2011 byla umoznéna pravidelnd préce z domova
6 zamésinancim a moznost jednordzové prace z domova vyu-
Zilo v proméru 20 zaméstnanch mésicné.

7.2 Vzdélavani zaméstnancy

V oblasti vzdélévani zaméstnancd byl, stejn& jako v predchaze-
jicich letech, kladen doraz predeviim na odbornd vzdélavant.
Proto z celkového objemu prosttedkd na vzdglavani bylo na
odborné kurzy a semindie vyhrazeno 78,75 %. Cilem takio
zaméfeného vzdélavani je zabezpecit trvale vysokou Grover
odbornych znalosti a to i formou G&asti na zahraniénich vzdélg-
vacich akeich a odbornych konferencich.

V roce 2011 Ustav piesel od verze Microsoft Office 2003
k verzi 2010. Na tenfo piechod bylo navézano i progkoleni za-
mé&stnancy, které umoznilo uZivatelim MS se rychle zorientovat
ve zmé&ndch a plynule prejit na MS 2010.

Jazykové wyuce a stejné tak manazerskym dovednostem byl
v oblasti vyeviku vénovén standardni rozsah vyuky.

In compliance with the above Agreement, the employer supports,
by means of FKSP resources, also sports and cultural acfivities of
employees, and motivates employees to take care of their health.
Resources for these aciivilies are taken either from the common part
of the Fund, which provides for the operation of sports hire service,
employee library, sauna, or from the socalled 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 parttime.

In 2010, the “workfromhome” programme was created which is
applied to those positions where itis feasible and efficient with a view
fo the particular work. In 2011, regular work from home was enabled
to 6 employees and 20 employees per month on the average took
advantage of the opfion to work from home on a one-off basis.

7.2 Employee education

In the area of employee education, similarly, as in previous
years, emphasis was placed especially on professional training.
Consequently, of the total volume of funds for education, 78.75 %
were allocated to professional courses and seminars. The
objective of education focused in this way is to ensure consistently
high level of expertise, even in the form of participation in foreign
educational events and professional conferences.

In 2011, the Institute switched from Microsoft Office 2003 to
the 2010 version. This changeover was also associated with
the employee fraining that enabled to MS users to quickly get
oriented in changes and smoothly switch fo MS 2010.

The standard instruction time during fraining courses was
devoted to language teaching and also to managerial skills.

Tabulka 1. Prehled vzdéldvacich aktivit v roce 2011

Table 1. Overview of educational activities in 2011

Druh akce / Type of event

Number of
events

PC skoleni / PC training

Jazykové kurzy / Llanguage course

Odbomé kurzy a skoleni / Expert course and training
Manazerské dovednosti / Managerial skills
Povinnd gkoleni / Mandatory training

Zahraniénf odbomné / Foreign specialised training

Celkem / Total

Pocet akci / | Pocet hodin | Poéet Géastnikt | Naklady

/ Number of | / Number of v Ké / Costs

hours attendants in CZK
68 406 331 181 608
31 2 389 366 204 553
199 3 308 347 1231 252
7 Q6 47 192 080
34 252 85 30 934
37 44 872 1027 265
376 6 495 2048 2867 692

Q0
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8. ZAMERENI NA JAKOST
FOCUS UPON QUALITY

8. Zamérfeni na jakost

Ustav pokracoval v udrzovani a zlepsovéni systému jakosti dle
pozadavkd normy CSN EN ISO 9001:2008 ve viech vyko-
ndvanych &innostech. Funk&nost systému jakosti byla prob&zng
ovéfovana v ramci internich auditd, ve kterych byli zapojeni
interni auditofi Ustavu. Inferni audity byly provedeny podle ro¢-
niho programu auditd s vyjimkou auditu oddéleni analytickych
laboratoff z ddvodu rekonstrukce.

V listopadu 2011 Ustav dspésné absolvoval recertifikacni audit
spolecnosti IRQA a na jeho zakladé byl Ustavu vystaven certi-
fikat managementu jakosti.

Ustav dba disledné na bezpe&nost a zaijisténi dovéryhodnos-
ti dat a informaci ve svych informaénich systémech. Ustav mé
zaveden Systém fizeni bezpecnosti informaci (ISMS), ktery je
od roku 2007 certifikovan v souladu s normou CSN EN 1SO
27001. Systém je pravideln& ro&né podrobovén externimu do-
zorovému auditu ovéfujicimu plnéni podminek uvedené normy.
V roce 2010 probéhla fadnd recertifikace systému.

Certifika&ni orgdn ve svém hodnoceni dozorového auditu za
rok 2011 konstatuje dalif zlepsovani prvkd ISMS. Certifikagni
autorifou je spolegnost CQS - Sdruzenf pro cerifikaci systém0
fizenf jakosti.

8. Focus upon quality

The Institute confinued to maintain and improve the quality
management system in compliance with the requirements of the
CSN EN ISO 9001:2008 standard in all performed activities.
The functionality of the quality management system was verified
on an ongoing basis within the internal audits, in which the
Institute’s infernal auditors were involved. Internal audits were
conducted in accordance with the annual audit programme,
except for the Department of Analyfical Laboratories due to
reconstruction.

In November 2011, a re-certification audit of the Institute’s
system was successfully completed by LRQA and on ifs basis
the quality management certificate was issued fo the Insfitute.

The Institute pays special attention to ensuring the security and
frustworthiness of data and information in ifs information systems.
The Insfitute established the information security management
system (ISMS) which is certified pursuant to the CSN EN 1SO
27001 standard since 2007. The system is regularly, on an
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annual basis, subject to the external supervisory audif reviewing
compliance with the conditions of the above standard. In 2010,
an ordinary recertification of this system was successfully
completed.

The certification authority in its evaluation of the supervisory
audit for 2011 noted further improvement of the ISMS
components. The cerfification authority is CQS - a Quality
System Certification Association.
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9. VYHLEDY DO ROKU 2012

Hlavnim cilem v roce 2012 bude zvysit podporu informacnich
a komunikaéni &innosti Ustavu zamétenych na odbornou i laic-
kou vefejnost.

Komunikace bude probihat nejen v rémci kampané na zvyseni
hlazeni podezfeni na nez&douct G&inek lécivého pripravky, ale
i jiz tfetim pokradovanim kampang& Nebezpe&né léky. Stejné
tak je nezbymé rozsitit mezi Sirokou vetejnost povédomf o exis-
tenci informacniho portélu pro vefejnost www.olecich.cz, kde
navstévnici naleznou garantované informace z lékové oblasti.

V rémci vlastni publikaéni cinnosti Ustav uvefejni pfipravenou
knihu Pib&hy 1€k, kterd girokou vetejnost seznémi s tématy vzni-
ku, vlastnosti a pouzivéni lé&ivych pripravkd. Publikace bude
Sitena predevsim elekironickou formou, ke staZeni bude na infor-
madnim portdlu pro vetejnost www.olecich.cz. Pripravovana je
forma dynamického PDF, verze pro &tecky elekironickych knih
a tzv. chyirych telefond a zdroved bude k dispozici audiover-
ze pro nevidomé a slabozraké pacienty. Tisténd verze bude
distribuovéna cestou pacientskych organizaci, organizaci pro
seniory a vefejnych knihoven v Ceské republice.

Stejné jako v lefech piedchozich bude i v roce 2012 Ustav klast
doraz na spoluprdci s pacientskymi organizacemi, stejné jako
se zastupci farmaceutickych spolecnosti, [ékarskych a lékdrmic-
kych odbomych asociaci a komor. Formou setkani &i publikova-
nych ¢lankd bude informovat o aktualnim déni v oblasti lékové
poliiky a hledat i moznd spole&nd fesent konkrémich problémo.

| v nésledujicim roce se Ustav naddle soustfedi na provozovant
Cenfrdlniho vlozisté elekironickych receptt, bude poskytovat
maximdlni podporu piistupujicim subjekiom tak, aby se eRecept
stal ndstrojem k &inn&j3l a bezpe&n&jsi zdravoni péci v Ceské
republice.

Dolezitym vkolem pro Ustav bude i poskytovat soucinnost pi
piipravé novel legislativnich predpist, kieré se bezprosttedné
tykaii cinnosti Ustavu. Jde predeviim o novelu zdkona o léci-
vech a novelu zékona o regulaci reklamy.

Také v nadchdzejicim roce 2012 se bude Ustav vénovat ves-
kerym svéfenym ukoltm a povinnostem tak, aby byla v Ceské
republice zajisténa dostupnd, modemi, vysoce kvalitni, G&in-
nd a bezpe&nd léciva, zdravomické prostredky i lidské tkang
a bupky.

MUDr. Pavel Biezovsky, MBA
Reditel Ustavu
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The primary goal of 2012 will be to increase the support given
to information and communication activities of the Institute
targeted at both professionals and patients.

Communication will be channelled both within a campaign
to drive reports of suspected adverse effects of medicinal
products, and in already the third edition of the Dangerous
Drugs campaign. Similarly, the awareness of the wide public
about the existence of the www.olecich.cz information portal
where visitors can find guaranteed information about medicines
must be raised, too.

As part of its own publishing activity, the Institute will publish
the “Stories of Medicines” book that will raise awareness of
the origin, characteristics and use of medicinal products among
the wide public. The publication will be distributed primarily
online, freely available for download at the www.olecich.
cz information portal. Dynamic PDF, e-book and smartphone
versions of this book, along with and audio version of the book
for readers with visual disabilities, will be available, too. The
print version of the book will be distributed through patient
organisations, organisations focusing on seniors, and public
libraries in the Czech Republic.

Just asin previous years, the Institute will put emphasis in 2012 on
cooperation with patient organisations and with representatives
of pharmaceutical  producers, doctor and  pharmacist
professional associations and chambers. By organising meetings
or publishing articles, the Insitute will disseminate information
on the current development of pharmaceutical policy and seek
potential joint solufions to specific problems.

The Institute will confinue to focus on the operation of the
Central Depository of Electronic Prescriptions in the upcoming
year, providing maximum support to acceding enfifies so that
the ePrescription may become a tool facilitating more effective
and safer healthcare in the Czech Republic.

The Institute will also keep fulfilling its important task of providing
coordinafion in draffing amendments fo exisfing legislation that
directly affects the Institute's activities. This legislation includes,
without limitation, the amendment to Act on Pharmaceuticals,
and the amendment o the Advertising Regulafion Act.

In the upcoming year of 2012, the Institute will keep fulfilling
all its tasks and duties to ensure that accessible, high-quality,
modern, effective and safe pharmaceuticals, healthcare tools
and human tissues and cells are available in the Czech Repubilic.

MUDr. Pavel Biezovsky, MBA
Director of the Institute
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10. PREHLED NEJDULEZITEJSICH
KONTAKTU PRO JEDNOTLIVE OBLASTI CINNOSTI USTAVU

Aktualizace k 1. 7. 2012

Podrobny aktualizovany prehled kontaktts ze nalézt na internetové strance Ustavu, vedouci jednotlivych divard jsou uvedeni
v organiza&ni struktuie Ustavu.

Predvolba: 272 185 linka  E-mail

Reditel Ustavu
MUDr. Pavel Biezovsky, MBA 834 pavel.brezovsky@sukl.cz

Podatelna a vypravna 806 posta@sukl.cz fax: 271 732 377

Manazer jokosti
Ing. Radmila Forefova 861 radmila.foretova@sukl.cz

Interni audit a kontrola
Kamila Hruskovd 225 kamila.hruskova@sukl.cz

Tiskové a informaéni oddéleni
Vedouci oddélent

Bc. David Prinesdom 354 david.prinesdom@sukl.cz
Tiskove mluvei

Veronika Petlakova 332 veronika.petlakova@sukl.cz
Informaeni stfedisko 333 infs@sukl.cz

Usek informacné-ekonomicky
Naméstek pro informatiku
Ing. Pavel Vesely 896 pavel.vesely@sukl.cz

Sekce informatiky
Vedouci sekce
Ing. Ale3 Spidla 928 ales.spidla@sukl.cz

Naméstek pro ekonomiku
Ing. Michaela Vojtova 833 michaela.vojtova@sukl.cz

Sekce servisnich &innostf
Vedouci sekce
Ing. Dagmar Polanské 810 dagmar.polanska@sukl.cz

Usek naméstka pro odbornou &innost
Nameéstek pro odbornou &innost
MUDr. Petr Capek, MBA 870 petr.capek@sukl.cz

Sekce dozoru
Vedouci sekce
Mgr. Apolena Jondsovd 706 apolena.jonasova@sukl.cz

Sekce ochrany spotiebiteli
Vedoucf sekce

MUDr. Klara Kotyzova 728 klara.kotyzova@sukl.cz

Sekce registract
Vedoucf sekce

MUDr. Bronislav Staria 740 bronislav.stana@sukl.cz
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10. OVERVIEW OF ESSENTIAL CONTACTS

FOR INDIVIDUAL SPHERES OF OPERATION OF THE INSTITUTE

Updated as of July 1, 2012

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.
Director of the Institute

MUDr. Pavel Biezovsky, MBA 834
Mail and dispatch room 806

Quality Manager
Ing. Radmila Forefova 861

Internal Audit and Control

Kamila Hruskovd 225

Press and Information dept
Head of department

Bc. David Pfinesdom 354
Public Relations Officer

Veronika Petlakovd 332
Information Centre 333

Information And Economic Section
Deputy Director for IT

Ing. Pavel Vesely 896
IT Branch

Head of Branch

Ing. Ale3 Spidla 928

Deputy Director for Economic Issues
Ing. Michaela Vojtova 833

Service Activities Branch
Head of Branch
Ing. Dagmar Polanské 810

Regulatory Affairs Deputy Director’s Section
Deputy Director for Regulatory Affairs
MUDr. Petr Capek, MBA 870

Surveillance Branch

Head of Branch
Mgr. Apolena Jondsovd 706

Health and Consumer Protection Branch
Head of Branch
MUDr. Klara Kotyzova 728

Marketing Authorisation Branch
Head of Branch
MUDr. Bronislav Stéia 740

E-mail

pavel.brezovsky@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

pavel.vesely@sukl.cz

ales.spidla@sukl.cz

michaela.vojtova@sukl.cz

dagmar.polanska@sukl.cz

pefr.capek@sukl.cz

apolena.jonasova@sukl.cz

klara.kotyzova@sukl.cz

bronis\ov.sfo ﬂO@SUk'.CZ
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