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Databaze KH SUKL

www.sukl.cz - databaze KH

\¥)

\¥)

www.olecich.cz/modules/evaluation/

Q

Schvalena KH nejprve od r. 2008, ale data se
postupné doplnuji — dnes ,,bézici* od r. 2006, Cast
,ukoncenych" zr.2006, v budoucnu vsechna
schvalend KH s EudraCT Cislem od r. 2004)

Pfi zverejnéni necekdame na rozhodnuti MEK

Q

Q

Vyjma |. faze a BE

Q

Nazev, info o zadavateli, identifikace KH, Ié¢ebna
oblast, populace, status KH, centra (v tuto chvili

nedostupna)

— ~ MUDr. Alena Trune¢kovd
o

) S U KL © 2012 Statni Ustav kontrolu 1é&iv
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Databaze KH SUKL

Informaéni stiedisko

Vefejnost Média

s, SUKL

Statni ustav pro kontrolu léciv

Léciva

Lékarny

Zdravotnicka zafizeni Farmaceuticky primysl

+420 272 185 111

telefonni seznam

Distribuce

Databaze &k

Databaze |ékaren

Databaze klinic. hodnoce
eRecept

Diilefitd upozornéni
Hldgeni pro SUKL
Dodavky a jind hodnoceni

Prehledy a seznamy

Elektronické publikace

% Farmakoterapeutické informace
- - PO
urteny predeviim lékafum a

- - - O
l&karnilum

% Informaéni zpravodaj -
nefddouc Uéinky |&&iv

Informace pro predkladatele specifickych I...

Ddlezité informace

% sdéleni SUKL ze dne 21.10.2011

SUKL informuje o staZeni |é¢ivého pfipravku
PREFLUCEL inj.sus. 1x0,5ml z drovné
zdravotnickych zafizeni.

% Sdéleni SUKL ze dne 21.10.2011

SUKL informuje o stazeni |é¢ivého
pfipravku Quetiapin-Ratiopharm 300mg z arovné
zdravotnickych zafizeni.

& Antagonisté receptoru angiotensinu-II

Nejnovéjsi €lanky

24. 10. 2011

= Navrh opatFeni obecné povahy 04 - 11
stanoveni vyse dhrady transfuznich pFipravki

20.10. 2011

= Kontrolni Seznam k 20.10.2011

Seznam v aktualizované verzi datového rozhrani
zohledfuje rozhodnuti SUKL, kterd nabyla pravni
moci do 15.10.2011 a rozhodnuti Ministerstva...

19. 10. 2011

Seminaf 9 - Sekce registraci, Oddéleni
klinického hodnoceni

MUDr. Alena Trune¢kova
© 2012 Statni Ustav kontrolu 1é&iv
Semindr pro ¢leny EK 22.3. a 3.4.2012
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Léciva Lékarny  Zdravotnicka zafrizeni Farmaceuticky priimysl Distribuce SOKL

Uvod / Databdze klinickych hodnoceni
Databdze 1&ki

Vyhledavani

Databaze |ékaren

Databdze klinic. hodnoceni Pro vyhledani zvolte alespof jednu mozZnost (napf. indikacni skupinu...)

¢ast nazvu studie:

eRecept

"

‘ MNeuralagie \ j|
L1

|Parkinsnnwa choraba | |

12009 |

P . . Indikacni skupina:
Dulefita upozornéni

HIdZeni pro SUKL Cast nazvu diagnozy:

Doddvky a jind hodnoceni Rok predloZeni Z3dosti!

Prehledy a seznamy Ell_eﬂnované poZadavky na
In utero

r Pfedtasné narozeni novorozendi ( <= 37 tydnil)

[ povorozend (0-27 dn)

r Kojenci a batolata (28 dnl - 23 mésicd)

r Déti predskolni a nizsi Skolni vék (2 - 11 let)

Rospivajici (12 - 17 let)
dspéli (15 - 65 let)
cpéli vyssiho véku ( > 65 let)

7 eny
r Zdravi dobrovolnic

r MNemaocni

Vyhledat

— ~ MUDr. Alena Trune¢kovd
*, SUKL

© 2012 Statni Ustav kontrolu Ié&iv
Semindr pro ¢leny EK 22.3. a 3.4.2012



Databaze KH SUKL [5]

Potet nalezenych zdznaml: 5

Nazev studie Diagndza
£ Randomizovana, multicentricka, dvanactitydenni, dvojité slepd, placebem nadmérmée denni spavost,
kontrolovana studie hodnotici Géinnost a bezpetnost BF2.649 v |&éché Parkinsonova choroba

nadmérne denni spavosti u nemocnych s Parkinsonovou chorobou,
nasledovana 38tydenni fazi otevieného prodlouZzeni

Otevieng klinicke hodnoceni pokratovaci leéby intestinalnim gelem obsahujici  Parkinsonova choroba

% levodopu-karbidopu u pacientd s pokroéilou Pakrinsonovou nemod a t&kymi
motorickymi tfesy, ktefi méli pifetrvavajici rakci na [éébu v pifedchozich studiich

Dvojité zaslepenég, placebem kontrolované, pokracovaci klinické hodnoceni Parkinsonova choroba
faze 111, posuzujici dlouhodobou Géinnost a bezpetnost nizke (50 mg denné) a

vysoke (100 mg denné) davky safinamidu, ktery je podavan jako doplikowy

|&k pacientdm s idiopatickou Parkinsonovou chorobou v raném stadiu, ktefi

jsou légeni stabilni davkou jednoho agonisty dipaminu

Multicentricka, dvojité zaslepena, randomizovana, placebem kontrolovana parkinsonowva choroba
studie s paralelnimi skupinami ve dvou ramenech hodnotici bezpetnost a
afinnost [3tky SYN118 jako doplfujici I€8by u pacientd s Parkinsonovou nemoci

g Oteviend, 6-12- ti mé&siéni studie vvhodnoceni bezpefnosti a Uéinnosti pokroéild Parkinsonova
Levodopa - Carbidopa intestindlniho gelu u pacientd s pokrofilou choroba
Parkinsonovou chorobou a zavaznymi motorickymi fluktuacemi reagujicich na
levodopu

~ MUDr. Alena Trune¢kovd
SU KL © 2012 Statni Ustav kontrolu l1éciv
Semindr pro ¢leny EK 22.3. a 3.4.2012
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Léciva Lékarny

Zdravotnicka zafizeni

Distribuce sSUKL

Farmaceuticky primysl

Databdze l&éki
Databaze lékaren

Databaze klinic. hodnoceni

eRecept

Dile#itd upozornéni
Hl&Zeni pro SUKL
Dodavlky a jind hodnoceni

Prehledy a seznamy

Uvod / Databdze klinickjch hodnoceni

Detail klinického hodnoceni

Mazev studie

EudraCT number
Cislo protokolu
Zadavatel
Indikacni skupina
Diagnodza

ZaFazovana populace

Rok predloZeni Zadosti
Datum schvaleni SUKL
Datum schvaleni MEK
Datum zahajeni

Datum ukonceni

Poznamka

Centra, kde bude probihat

KH

Zpét na seznam

Oteviené klinické hodnoceni pokratovaci |€€by intestinalnim gelem
obsahujici levodopu-karbidopu u pacientd s pokrofilou Pakrinsonovou
nemoci a t&Zkymi motorickymi tfesy, ktefi mél pfetrvavajici rakci na lécébu v
pfedchozich studiich

2008-001329-33

5187.3.05

Solvay Pharmaceuticals, USA
MNeurologie

Parkinsonova choroba

Dospéli (18 - 65 let)

Dospéli vyssiho véku ( = 65 let)
MuZi

Zeny

Memocni

11. leden 2014

18.1.2010

23. dnor 2010

ViV, AITIHIVU IIUIIC\»'\OVé
© 2012 Statni Ustav kontrolu Ié&iv
Semindr pro ¢leny EK 22.3. a 3.4.2012
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Registr klinickych hodnoceni EU (1)

(EU Clinical Trials Register — CTR)

>, Ipristupnéni dat z KH v EU vefejnosti, tdaje
prevdazné pouze v anglictiné

\¥)

https.//www.clinicaltrialsregister.eu/

\¥)

V provozu od brezna 2011

Q

% Informace pouze o schvalenych (CA i MEK)
intervencnich KH, od 1.5.2004

= Faze II-IV v dospélych z EU/EEA
= VSechny faze pediatrickych KH

Data do systému zadavaji narodni autority, podklady
jsou od zadavateld

Q

— ~ MUDr. Alena Trune¢kovd
*, SUKL

© 2012 Statni Ustav kontrolu Ié&iv
Semindr pro ¢leny EK 22.3. a 3.4.2012
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Registr klinickych hodnoceni EU (2)

O}

Q

Popis KH obsahuje:

Q)

Design

Informace o zadavateli
|dentifikaci hodnoceného LP
Lécebnou oblast

Status KH (schvalend, ukoncenad)

QRO IO

Q)

Neobsahuje:

= Vysledky KH (planovano v budoucnu)
= Neintervencni KH
= Pristup k dokumentOm RA nebo EK

MUDr. Alena Trune¢kovd
© 2012 Statni Ustav kontrolu 1é&iv
Semindr pro ¢leny EK 22.3. a 3.4.2012
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Registr klinickych hodnoceni EU (3)

> Vyhledavani

~ Zakladni — spojovani vyrazu pomoci
~AND", ,OR", napr. pneumonia AND drug
name

Rozsifené — hledani pomoci filtro pro
zemi, vékovou skupinu, pohlavi, fazi KH,
status KH, casové rozmezi

Q)

O} Helpdesk, dotazy: euctr@ema.europa.eu

— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu 1é¢iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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mhg Speed Dial % I'L Pokyny a formuldfe, St.. * ]@ Clinical Trials Register -... * 803 - X
- e A | @ Secure | wu v.clinicaltrialsregister.eu "l' Search with Google
Home | Search | About | Data Quality | Joining a trial | Contacts | EudraPharm 8
EU Clinical Trials Register Clinicaltrialsregister.eu
What's Changed in EU Clinical Trials Register?
IThe following enhancements have been made to the EU Clinical Trials Register during the recent maintenance:
+ The Home page now displays statistics for the 'Number of dlinical trials with subjects less than 18 years old' based on the number of clinical trials. Previously this number was based on clinical trial applications.
« The number of records which are displayed on the search results page has increased from 10 to 20 per page.
« Improved formatting of the display of results for clinical trial application for multiple country trials.
« Trial Status is now displayed in brackets after the country codes. To access the full record that you are most interested in, click the two-letter alpha code.
Staggered release of dinical trial information from 22 March 2011
Historical data (information entered into the EudraCT database between 1 May 2004 and the release of version 8.0 of the EudraCT database on 10th March 2011) will be gradually published online from 22 March
2011.
Statistics on dinical trials E
IThe "Number of dinical trials with subjects less than 18 years old" displayed on the EU Clinical Trials Register homepage now corresponds to the number of dinical trials. Previously this number was based on
clinical trial applications.
Click to search for Clinical Trials
« The EU Clinical Trials Register website allows you to search for information on dlinical mber states and the European Economic Area (EEA) and dlinical trials which are conducted outside
the EU/EEA if they form part of a paediatric investigation plan (PIP). More...
« The information on the website is collected and entered by national medicine regulatory authorities or by the addressee of a PIP decision for trials conducted outside the European Union. They are required by
European Union law to enter details of clinical trials into a database called EudraCT. The information stored in this database is now being made publicly available through a new website, the EU Clinical Trials Register.
Information on the website dates from May 2004. More...
« The website is hosted by the European Medicines Agency (EMA). National medicines regulatory authorities and the addressees of PIP decisions collect and enter the information in the EudraCT database, this information is
then displayed through the EU Clinical Trials Register website. More...
« Users can find information on the design of each clinical trial, the sponsor, the investigational medicinal products and therapeutic areas involved and the status of the clinical trial. More...
« If you require further information on a specific clinical trial published on the website, please contact the sponsor (company or organisation) conducting the clinical trial. The EMA will not be able to provide any
information on a specific clinical trial. More...
« The EU Clinical Trials Register website is upgraded continually in order to meet user needs. More...
Statistics 2
| B & 5 @ @ htps/fwwwclinicaltrialsregister.eu/ctr-search A —

— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu 1é¢iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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EU-CTR Version: 1.0.1 Home | Search | About | Data Quality | Joining a trial | Conta

EU Clinical Trials Register Clinicaltrial

Search for CTA

< |placebo ) @| Reset

Examples: Cancer AND Drug Name. Pneumonia AND Sponsor Name.
Click here for more information

Search Tips: Under advanced search you can use filters for Country, Age Group, Gender, Trial Phase, Trial Status and Date Range. For these items you should use the f
add them to your search terms in the text field.

Advanced Search

Query returned 4,396 document(s). Displaying page 1 of 220.

EudraCT Number: 2008-003791-22 Sponsor Protocol Number: EFC10844 Sponsor Name: sanofi-aventis Recherche & Developpement

Full Title: Efficacy and safety of eplivanserin 5mg/day in insomnia characterized by sleep maintenance difficulties: a 6-week,
randomized, double-blind, placebo-controlled, polysomnography study

Medical condition: insomnia characterized by sleep maintenance difficulties

Start Date: 2009-01-19

Disease: Version SOC Term Classification Code Term Level
) 11.0 10027590 <Manually entered code. Term in E.1.1> LLT
Populg g: Adults, Elderly Gender: Male, Female

Cou poing) HU{Completed) AT(Tempararily Halted) PL{Completed) DE(Completed)
EudraCT Number: 2006-001196-38 Sponsor Protocol Number: D1448C00014 Sponsor Name: AstraZeneca AB  [+]

Full Title: A Multi-Centre, Double-Blind, Randomised, Parallel-Group, Placebo-Controlled Phase III Study of the Efficacy and
Safety of Quetiapine Fumarate Sustained Release (Seroquel SRTM) as Mono-Therapy in t...

Medical condition: Major Depressive Disorder (MDD)
Disease:

Start Date: 2006-06-14

— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu léciv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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\

/

EU-CTR Version: 1.0.1 Home | Search | About | Data Quality | Joining a trial | Contacts | EudraPharm
EU Clinical Trials Register Clinicaltrialsregister.eu
Search for CTA

e —

[pneumonia ) Search Reset |

Examples: Cancer AND Drug Mame. Pneumonia AND Sponsor Name.
Click here for more information

Search Tips: Under advanced search you can use filters for Country, Age Group, Gender, Trial Phase, Trial Status and Date Range. For these items you should use the
filters and not add them to your search terms in the text field.

Advanced Search «
m |Czech Repu? A
Select Age Range: |E|derly j
Select Gender: W Male ¥ Female
Select Trial Phase: ’m
Select Trial Status: |Ongoing |
Select Date Range: | to |

\

Query returned 1 document(s). Displaying page 1 of 1.

EudraCT Number: 2004-000406-51 Sponsor Protocol Number: EMD20001 Sponsor Name: Glaxosmithkline, S.A.  [+]

Full Title: A Prospective, Randomized, Double-blind, Placebo Controlled, Dose Ranging, Multi-Center Study of the
Safety and Efficacy of Three Days Continuous Intravenous Infusion of GR270773 in the Treatment o...

Medical condition: Suspected or Confirmed Gram-negative Severe Sepsis in Adults

Disease:

Population Age: Adults, Elderly Gender: Male, Female
Country: ES{Ongoing) CZ({Completed) FI{Ongoing) HU(Completed) LV {Completed) DK({Ongoing)

Start Date: 2004-07-29

— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu 1é¢iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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(o]

- 2 # | @ Secure clinicaltrialsregister.eu/ct
EU-CTR Version: 1.0.1 Home | Search | About | Data Quality | Jo g a trial | Contacts | EudraPharm
EU Clinical Trials Register Clinicaltrialsregister.eu
Search for CTA

Alzheimer Search \ | Reset

Examples: Cancer AND Drug Name. Pneumonia AND Sponsor Name.
Click here for more information

Search Tips: Under advanced search you can use filters for Country, Age Group, Gender, Trial Phase, Trial Status and Date Range. For these items you should use the filters and not add them to vour search terms in the text field.

Advanced Search »
print =

Summary L

EudraCT Number: 2009-011098-34

Sponsor's Protocol Code Number: Study Protocol Amendment 2

National Competent Authority: Czech Republic - SUKL

Clinical Trial Type: EEA CTA

Trial Status: Ongoing

Date on which this record was first entered in the EudraCT database: 2009-07-13

Index

A. PROTOCOL INFORMATION

B. SPONSOR INFORMATION

C. APPLICANT IDENTIFICATION

D. IMP IDENTIFICATION

D.8 INFORMATION ON PLACEBO

E. GENERAL INFORMATION ON THE TRIAL

F. POPULATION OF TRIAL SUBJECTS

G. INVESTIGATOR NETWORKS TO BE INVOLVED IN THE TRIAL

N. REVIEW BY THE COMPETENT AUTHORITY OR ETHICS COMMITTEE IN THE COUNTR(IES) CONCERNED
P. END OF TRIAL

Expand All Collapse All

A. Protocol Information = A

Back

O & 3 a8 @ ——
— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu léciv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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A per 88 5peed Dial R imlEme e ] © Ciinical Trials Register + b P o o
P kyny |
- P A& | @ Secure | www.clinicaltrialsregister.eu/ctr-s M - searc
EU-CTR Version: 1.0.1 Home | Search | About | Data Quality | Joining a trial | Contacts | EudraPharm
EU Clinical Trials Register Clinicaltrialsregister.eu
Search for CTA
Alzheimer Search | | Reset

Examples: Cancer AND Drug Name. Pneumonia AND Sponsor Name.
Click here for more information

Search Tips: Under advanced search you can use filters for Country, Age Group, Gender, Trial Phase, Trial Status and Date Range. For these items you should use the filters and not add them to your search terms in the text field.

Advanced Search »
it =
A. Protocol Information =K -
Al erned Czech Republic - SUKL
A2 EudraCT number 2009-011098-34
! A multicentre double-blind, placebo-controlled, randomised, parallel-group study to evaluate the efficacy and safety of Lornoxicam in [
A3 Full title of the trial X d P
patients with mild to moderate probable Alzheimer's Disease.
A3l Title of the trial for lay people, in easily understood, i.e. non-
o technical, language
A3.2 Name or abbreviated title of the trial where available \CROBLIOI/COMBSO |
A4l Sponsor's protocol code number Study Protocol Amendment 2
A7 Trial is part of a Paediatric Investigation Plan Information not present in EudraCT
A8 EMEA Decision number of Paediatric Investigation Plan
B. Sponsor Information > A
[B-SpoRsor1
B.1.1 Name of Sponsor JSW Lifesciences GmbH
B.1.3.4 Country Austria
gg; and Status of the sponsor Commercial
B.4 Source(s) of Monetary or Material Support for the clinical trial:
B.4.1 Name of organisation providing support
B.4.2 Country
B.5 Contact point designated by the sponsor for further information on the trial
B.5.1 Name of organisation -

Back

0 s | & =
r— MUDr. Alena Truneckova
®) SUKL © 2012 Statni Ustav kontrolu léciv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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Vyhledy - Registr klinickych hodnoceni

> Harmonizace s registrem WHO a US
registrem clinicaltrials.gov

> ,Thesaurus search“ — vyhledavani i slov
podobnych, jako je zadané

> Uzivatelské prosifredi v ndrodnich jazycich
dle volby (ale data jako takova budou stale
dostupnd jen v anglicting)

— - MUDr. Alena Trune¢kovd
® ) s U KL © 2012 Statni Ustav kontrolu 1é&iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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Evropsky formular zadosti

— z MUDr. Alena Trune¢kova
®) SUKL © 2012 Statni Ustav kontrolu 1é¢iv
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7~ ~v F

Evropsky formular zadosti (1)
CTA - Clinical Trial Application

>, Predkldddn zadavatelem spolu s Zadosti o
schvaleni KH (vytistény v pdf. + elektronicky v xml.)

>, Obsahuije:

Ndzev studie, EudraCT number, ¢islo Protokolu

Udaj, zda se jedné& o 1. podani, ¢i dalsi podani
(,,resubmission) — v pripadé predchoziho zamitnuti Ci
stazeni zadosti, popr. propadlého povoleni

Kontaktni ddaje — zadavatel, legal representative,
kontaktni osoba

Udaje o hodnocenych LP pouzitych v KH (he napr.
zachranna medikace - ta se uvadi pouze do
pruvodniho dopisu)

Q

Q

Q

Q)

— - MUDr. Alena Trune¢kovd
® ) s U KL © 2012 Statni Ustav kontrolu 1é&iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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Evropsky formular zadosti (2)

> Dale obsahuje:

= Udaje o Protokolu:
= zarazovaci / vylucovaci kritéria
- cile studie, faze a design, doba trvani KH

= populace KH - vék a charakteristika subjektu, jejich
pocet v KH

Q

Centra, zkousSejici

Kontakty na dalsi organizace, laboratore - podilejici
se na KH

Udaje o MEK
adost datovana a podepsana kontaktni osobou

Q

Q

N¢

— ~ MUDr. Alena Trune¢kovd
o

) S U KL © 2012 Statni Ustav kontrolu 1é&iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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Dotazy - diskuse

— ~ MUDr. Alena Trune¢kovd
® ) SU KL © 2012 Statni Ustav kontrolu 1é&iv

Semindr pro ¢leny EK 22.3. a 3.4.2012
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