© 2012 STATN{ USTAV PRO KONTROLU LECIV 19.9.2016



' 7 Webové informace a souvisejici dotazy
o, SUKL

WEBOVE INFORMACE A SOUVISEJICi
DOTAZY

PharmDr. Gabriela Vaculova
Seminar SDP, SUKL Praha 21. 9. 2016, 22. 9. 2016

© 2012 STATN{ USTAV PRO KONTROLU LECIV 19.9.2016



i A i . os s
\_)l. SU KL Webové informace a souvisejici dotazy 3

Zdroje

=~ EMA
http://www.ema.europa.eu/ema/

%, EUDRA
http://eudragmdp.eudra.org/inspections/displayWelcome.
do

=, Web SUKL
www.sukl.cz
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Prace s databazi EUDRA

=, Kontrola opravnénosti dodavatell a odbératel
- Seznam schvalenych distributoru

- Rozhodnuti o povoleni k distribuci + posledni zména v
povoleni

- Rozsah povoleni k distribuci

=, Kontrola dodrzovani spravné distribu¢ni praxe

- Certifikaty SDP pro distributora IéCiv (vydané po inspekci)
- NCR (certifikdt o neshodé s SDP)
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EudraGMDP

Welcome to EudraGMDP

EudraGMDP is the name for the Union database referred to in article 111(6) of Directive 2001/83/EC and article 80(6) of Directive 2001/82/EC. It contains the following information:

Manufacturing and import authorisations

Good Manufacturing Practice (GMP) certificates.
Statements of non-compliance with GMP

GMP inspection planning in third countries

In addition the following new information is required in the database for the first time in 2013. As data transfer from national systems can be complex, it will take several months for all the National Competent Authorities to complete the uploading of this data.

Wholesale Distribution Authorisations

Good Distribution Cerfificates (GDP)

Statements of non-compliance with GDP

Registration of manufacturers, importers and distributors of active substances for human use located in the EEA

Almost all information uploaded into the database is available to the general public. National Competent Authorities are able to exclude some information from public view. This includes information of a commercially sensitive or personal nature, inspection
planning and information that may need to be restricted in the interests of security.

Read-only access to EudraGMDP

Users dare auvisea uiaL smee mspecuons v manufacturers of active substances are based on risk, some active substance manufacturers may not be in possession of a GMP certificate issued by an EEA authority. The absence of a GMP certificate should not be
understood as meaning that the active substance manufacturer in question does not comply with GMP.

EMA is not responsible for the contents of the database. Any questions on its content should be addressed to the relevant National Competent Authority.

The EudraGMDP database is maintsined and operated by the EMA. Access to the general public is granted in order to enhance svailability of information related o the EMA mandste. The content of the database is provided by the National Competent Authari ) of the EEA. For this resson, the EMA scoepts no responsibility or lisbility whatsoever
{including but net limited to any direct or consequential loss or damage it might oceur to yeu and/or any other third party) arising out of ar in connection with the information on this datsbase. Any questions sbout the content should be addressed to the relevant ease 0 get list of

14. EudraGMDP 6.3.0.0 build 20167
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EudraGMDP

—
| GMP | APIREG | WDA | GDP | Sites Népovéda
———

Vitejte v EudraGMDP

Smérnice 2004/27/EC pro humanni |&givé pfipravky a 2004/28/EC pro veterindrni [&¢ivé pfipravky pfedklada legislativni rdmec pro databazi Spoleéenstvi.

Shoda s SVP: Povoleni k vyrobé a dovozu

Po inspekei mista viroby ma byt vydan certifikat SVP, pokud inspekce prokaze soulad vyrobee s principy SVP Vyroba léivich piipravkd v EU je provadéna subjektem, kiery je drzitelem poveleni k vjrobé ainebo dovozu. Tote
stanavenymi v legislativé Spoledenstvi. Pokud visledkem inspekce je zavér, #e vjrobce nespliiuje pofadavky SVP, je tato | povoleni je vyZadovéno pro dovoz ze tfetich zemi do Elenského statu. Nérodni kompetentni autority Elenskych statl
informace vloZena do EudraGMDP zapisuji do EudraGMDP povoleni k vjrobé a dovozu, ktera vydaly.

Compliance with Good Distribution Practice: Wholesale Distribution Authorisation:

A certificate of Good Distribution Practice (GDP) is issued to a wholesale distributor by the national competent authority The wholesale distribution of medicinal products is subject to the holding of a Wholesale Distribution Authorisation. The

that carried out an inspection if the outcome of the inspection confirms that the wholesale distributor complies with Good National Competent Authority of the Member State in which the wholesale distributor operates these authorisations.
Distribution Practice, as provided by European Union legislation. If the outcome of the inspection is that the wholesale

Distributor does not comply a statement of non-compliance may be entered into EudraGMDP. GDP certificates and

statements of non-compliance may be issued to wholesale distributors of medicinal products and distributors of active

substances.

Registration of Active Substance manufacturers, Importers and Distributors:

Manufacturers, importers and distributors of active substances are required to register their activities with the National Competent Authority of the Member State in which they operate.

EudraGMDP databdze je udrfouéna s fizena Evropskou Iékovou sgenturou (EMA). Pfistup Siroké vefejnosti je povolen za USelem zvyseni dostupnosti informaci souvisejicich s &innosti EMA_ Obsah databaze je poskytovan nérodnimi kompatentnimi sutoritami (NCA) zemi EHP. 2 téchto divod EMA nemé odpovédnost & povinnost jakéhakoli druhu
{vEeiné, ale nen’ omezenc na, jakékoli pfimé nebo ndsledné zirdty nebo Ekody. které se mohou vyskyinout Vém a/nebo jiné tfetl strané) vyplyvaijiel zinebo v souvislosti s informac! z této databdze. Jakékoli otézky na obsah databdze by mély byt adresovény pisluéné nérodni kompetentni autorité. Prosim, kiiknéte zde pro seznam nérodnich
kompetentnich autorit.

L [EMA & 2014 EwdraGMDF 6.3.0 0 build 2016/07/04 15-1458
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Search Authorisation Number: |

WDA Authorisation Holder:

Inspecting Authority Country: |

Inspecting Authority: |

Wed 7 Sep 2016 07:21:58 BST|

Site Details:

Nazev distributora Name:

City:

l:uumly: [

Posicode:

NCA Reference Key:

The EudraGMDP database is maintained and operated by the EMA. Access to the general public is granted in order to enhance availability of information related to the EMA mandate. The content of the database is provided by the National Competent Authorities (NCA) of the EEA. For this reason, the EMA accepls no
ibility or liability what (including but not limited to any direct or consequential loss or damage it might occur to you and/or any other third party) arising out of or in connection with the informafion on this database. Any questions about the content should be addressed to the relevant NCA Pleaseclick hereto get

list of NCA's.

[ EMA © 2007. EudraGMDP 6.3.0.0 build 2016/07/04 15:14:58 ]
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GDP Compliance Menu

GDP Certificates
Non-Compliance Reporis

GDP Compliance

Active substances and medicinal products shall be distributed in accordance with good distribution practices. Member States shall enter the certificates of good distribution
practices which they issue in the Union database (EudraGMDP) in accordance with Art. 111(8) of the Directive 2001/83/EC as amended.

The Community formats for the GDP Certificate for Medical Products and for acfive substances are published in the Compilation of Community Procedures, which can be
found at the following location:

Compilation of Community Procedures on Inspections and Exchanae of Information

The EudraGMDP database is maintained and operated by the EMA. Access fo the general public is granted in order to enhance availability of information related to the EMA mandate. The content of the database is provided by the Nafional Competent Authorities (NCA) of the EEA. For this reason, the EMA accepts no

bility or liability whiat:
list of NCA's

but not limited to any direct or consequential loss or damage it might occur fo you andfor any other third party) arising out of or in connection with the information on this database. Any quesfions about the content should be addressed to the relevant NCA Pleaseclick hereto get

[ EMA & 2007. EudraGMDP 6.3.0.0 build 2016/07/04 15:14:58 |
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SUKL :

EudraGMDP

GMP | GOP | sites |
Wed 7 Sep 2016 07:29:26 BST
GDP Compliance Menu Non Compliance Reports
Non-Compliance Repors From Date: 2016-01-01 T (YYYY-MM-DD)
ToDate: 2016-09-07 T (YYYY-MM-DD)
Total Records 1to 4 of 4 (=]
EudraGMDP Document WDA No./API Inspection End ctlon End
"J.JLF. CENTAURUS,  warehouse is in BIOTIKA BOHEMIA spol. s.r.o., R|cany u CZ (Czech T
sukls96230/2016 6969 SURST23TS2013 | SANITAS a.s, Cemakostelecks 1621 — BIOT ol 20160712
sukls1143342016 8473 sukls103080/2015 | WsbCash 510 warehause is in Namésti Préce 1099/1 Zlin 760 01 giéﬁ;iﬁ" 2016-05-03
sukls114202/2016 6346 sukls44506/2015 E‘{‘f}“m"s"a UIStDUENT o rehouse is in Nemocniéni 264 Duchcov 41901 géﬁ:i‘;" 2016-05-27
, warehouse is in Alliance Healthcare s.r.o, Podle | Praha 10- CZ (Czech
sukls119130/2016 | 6121 sukls151733/2013 | FIRST PHARMA 0. | Topdp ey Malogice 10800 pena 20160421

The EudraGMDP database is maintained and operated by the EMA. Access to the general public is granted in order to enhance availability of information related to the EMA mandate. The content of the database is provided by the National Competent Authorities (NCA) of the EEA. For this reason, the EMA accepis no
ponsibility or liability what: (including but not limited to any direct or consequential loss or damage it might occur to you andfor any other third party) arising out of or in connection with the information on this database. Any questions about the content should be addressed to the relevant NCA Pleaseclick hereto get
list of NCA's.

[ EMA & 2007. EudraGMOP 6.3.0.0 build 2016/07/04 15:14:58 ]
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Prace s webem SUKL

> Distribuce

- Seznamy distributord véetné adres skladl a kontaktu
, Zprostredkovani

- Seznam registrovanych zprostredkovatelu

., Specificky |éCebny program

%, Databaze |éCiv

s, Databaze lékaren
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Prace s webem SUKL
=, Podklady pro distribuci
, Legislativa

=, Pokyny a formulare

Novinky na webu
, Aktualizace pokynu DIS-10

s, Formular pro hlaseni zmén
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Verejnost

Informadcni stredisko

e, SUKL

Statni ustav pro kontrolu léciv

Léciva Zdravotnické prostredky Lékarny Zdravotnicka zafizeni

Databsze lékd

Databdze lékdren
Databaze klinic. hodnoceni
Registr zdrav. prostfedkd
Konepi k lééebnym Géelim
eRecept

Dileitd upozornéni
Hld¢eni pro SUKL

Dodévky a jina hodnoceni
Prehledy a seznamy
Oteviena data

vypadky 1€ki

Elektronické publikace

% Farmakoterapeutické informace

uréenv ofedevéim lékafdm a

© 2012 STATN[ USTAV PRO KONTROLU LECIV

FI cervenec, srpen 2016

Farmakoterapeutické informace 7,8/2016

DtleZité informace

% Avizo SUKL 5. 9. 2016: Upozornéni na
opatieni v souvislosti s moZnou zavadou v
jakosti léki ATRAM, NEUROL, OXAZEPAM,
PREDNISON, DOLMINA,
HYDROCHLOROTHIAZID, PYRIDOXIN a
SIMVACARD

SUKL informuje o opatfenich v souvislosti s
moZnou zavadou v jakost 1ékd ATRAM, NEUROL,
OXAZEPAM LECIVA a PREDNISON 20 LECIVA, a
déle o nutnosti...

% Sdéleni SUKL ze dne 5.9.2016

Farmaceuticky primysl [
—

+420 272 185 111

telefonni seznam

Nejnovéjsi clanky
01.09. 2016

=/ Rozhodnuti EK/Dohoda CMDh k vysledkiim
PSUSA - 2016

Statni dstav pro kentrolu 1€€iv informuje drzitele
rozhodnuti o registraci o vydani nového provadéciho
rozhodnuti Evropskeé komise/nové dohody CMDh

k wysledkdm...

31. 08. 2016

=l Informativni pfehled zmén dhrad

Statni dstav pro kontrolu 1€€iv za Gcelem zvySeni
informovanosti verejnosti ve véci budoucich zmén
thrad 1&8iwych piipravkd zvefeifiuje Informativni

19.9.2016
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\—J Statni dstav pro kontrolu léciv ‘ﬂ' +420 272 185 111
telefonni seznam
Légiva Zdravotnické prostiedky Lékarny  Zdravotnicka zafizeni Farmaceuticky priimysl Distribuce SOKL
Uvod / Prehledy 2 seznamy
® Databdze I&lcd
Prehledy a seznamy
+ Databaze lékaren
0y o . Prehled neintervencnich
= Databaze klinic. hodnoceni - - . . ..
. poregistracnich studii
8 Registr zdrav. prostiedki
4 Cela sekce
= Konopi k 1ééebnym G&elim .
4] Cela sekce
1 eRecept
: Diledits upozornani rehledy cen a uhrad leciv Prehled subjekti( z oblasti vyvroby
® Hleni pro SUKL * Seznam lééiv a PZLU hrazenvch ze zdravotniho léciv
. F&llﬁtﬂ' . . * Piehled povolenvch wyrobeil a kontrolnich laboratoii
Dodavky a jina hodnoceni * Kontrolni Seznam hrazenych LP a PZLU o Piehled driiteldl certifikatu Spravné virobni braxe
e e B e - Hrenled drzitelu certmkatu spravne vyrobni praxe
Prehledy a seznamy . S;EIzr:gbr:Léndlwdualne pfipravovanych légivych ro wirobce légivich latek
n pripravey # piehled driteld certifikdtu spravné laboraterni
— Otevfens data 1 Celd sekce praxe
Q Vypadky léki 1 Cela sekce
Prehled distributorii, Prehled subjektil z oblasti lidskych
KalendaF akci zprostredkovatelil a tkani, bunek a krve
Z4Fi 2016 specializovanych pracovist * prehled drsiteld povoleni &nnosti v oblasti lidskych
. P . P tkani a bunék
Po Ut St ¢t Pid So Ne ° Databdze schvalenych distributord = prahied laevnich bank
Reaqistr zprostFedkovateld humannich Ié&ivych = prehled zafizen PR
1 2 Y a k pitioravkd Prehled zafizeni transfuzni sluZzby
— - m— = 3 .
5 6 7 8 9 10| 11 . Pr%hled'sgecmllzovan}:ch pracovist zdravotnickych 1 Cela sekce
zafizeni
19.9.2016
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Léciva

Distribuce I€giv

Zprostiedkovani I&Givych
piipravkl

Portal pro externi identity
Laboratorni ¢innosti a lékopisy

Specifické léCebné programy

Zavady v jakosti a enforcement

Hranicni piipravky

15
\—J Statni ustav pro kontrolu léCiv +420 272 185 111
telefonni seznam
Zdravotnické prostfedky Lékarny Zdravotnicka zafizeni Farmaceuticky primysl m SUKL
Uvod / Distribuce
Distribuce
Distribuce I1&Civ Zprostredkovani lécivych
* podklady pro distribuci I&&iv ripravkd
. o
i . ,
. SOL,”L'(BE ICI;II"IfOrE'I:lCe * Podklady pro Einnost zprostiedkovatele
t ! J: - e e ow
Qtazky a odpoveédi * Souvisefici informace
1 Celd sekce * Kontakty
4] Cela sekce
Portal pro externi identity Laboratorni €innosti a I€kopisy
4] Cela sekce * Lékopis
* Laboratorni éinnost
L]
Databdze Iekd Kortait
41 Cela sekce
Databdze Iékdren
Databaze Klinic. hednoceni Specifické lééebné programy Zavady v jakosti a enforcement
Registr zdrav. prostiedkd * Pokyny a formuldfe * Upozornéni na zdvady v jakosti
. * Ppiehled specifickvch Ié2ebnych programii * Upozornéni na padélky, nelegalni pripravky a
Konopi k Ieéebnym Géelim * SLP nahrazuijici vypadek registrovaného |édivého necpravnéné zachdzeni
eRecept pripravku * Hldseni
. 4] Cela sekce 4] Cela sekce
DuleZitd upozornéni
Hiazeni pro SUKL Hrani€ni pripravky
Dodévky a jind hednoceni * Pokyny a formuldfe
. * Souvisejic informace
prehledy a seznamy * Otizky a odpovédi
" Oteviena data 4] Cela sekce
wypadky 1ékd
19.9.2016
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Légiva | Zdravotnické prostiedky Lékarny Zdravotnicka zafizeni Farmaceuticky primysl Distribuce SUOKL

Uwvod / Légiva / Distribuce l&giv
Klinické hodnoceni I&€iv
Hranicni pipravky Distribuce léciv

Kontrola dodrZovani legislativnich poZadavkil v oblasti distribuce 1é&iv se zamé&fenim na zdsady spravné distribuéni

Registrace létiv
g praxe a dale vydej povoleni k distribuéni €innosti.

Dozor nad vyrobou l&Eiv

& Obecné informace Vam rddi zodpovi pracovnici informaéniho stiediska.

Podklady pro distribuci l&€iv

Otazky a odpovédi

Piehledy a hodnoceni

* Podminky pro vvkon distribuéni éinnosti na dzemfi * Informace o pozastaveni povoleni k distribuci
Kontakty [oi:3 légivych piipravkd
* Pokyny a formuldfe * Informace o pozbyti platnosti povoleni k distribuci —

Ceny a uhrady |&civ

ROMAX INVEST s.r.o.
* Upozornéni na mimefddné opatifeni Ministerstva

41 Cela sekce

Léciva vydej, prodej a pfiprava

zdravotnictvi

Farmakovigilance 4 Cela sekce
Zdvady v jakosti a enforcement Otazky a odpovédi Hlaseni distributord
* 15. Mdme v dokumentaci uvadét kvalifikovand * Hlaseni doddvek Iégivich piipravki
Databdze l€ka osoba nebo odpovédnd osoba? * Hldseni k distribuéni dinnosti na zdkladé povoleni
o * 14. Co ie to .pfirucka jakosti distributora™? vydané jinym statem EU
Databaze |ékaren * 13. L7e odebirat |écivé piipraviy od slovenské * Hldéeni podezieni na zivadu v jakosti |é¢ivého
Databaze klinic. hodnoceni lékdrny? pfipravku
11 Cela sekce 41 Cela sekce

Registr zdrav. prostiedkd

Konopi k légebnym Géelim Prehledy a hodnoceni Kontakty

eRecept

* Upozornéni pro distributory a zprostfedkovatele o 4 Cela sekce
neshodé s pravidly SDP

HlaZeni pra SUKL * Databdze schvilenvch distributord

* Kontrola distribuce

e .
DuleZitd upozornéni

Dodavky a jina hodnoceni
4 Cela sekce

Prehledy a seznamy

© 2012 STATN[ USTAV PRO KONTROLU LECIV 19.9.2016
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dravotnické prostredky Lékarny Zdravotnicka zafizeni

Farmaceuticky primysl

Distribuce

SOK

Klinické hodnoceni |&giv
Hranicni pripravky
Registrace l&Giv

Dozor nad vyrobou l&Civ

Distribuce

Otdzky a odpovédi
Prehledy a hodnoceni
Kontakty

Ceny a uhrady l&civ

Léciva vydej, prodej a priprava

Farmakovigilance

Zavady v jakosti a enforcement

Databdze lékd

Databaze |ékdren
Databdze klinic. hodnoceni
Registr zdrav. prostiedkd
Konopi k |é¢ebnym Géelim
eRecept

Dilezitd upozornéni
HldZeni pro SUKL
Dodévky a jind hodnoceni
Prehledy a seznamy
Oteviena data

Vypadky lékd

Uvod f LéZiva / Distribuce |&&iv / Podklady pro distribuci 1&2iv / Pokyny a formuléie

Pokyny a formulaie

Léciva - distribuce - pokyny

Pokyn

DIS-15 verze

3

DIS-14
verze 1

DIS-13

Doplnék 3 (2.

3. 2016)

DIS-13
verze 4

DIS-10
verze 2

DIS-8
verze 5

Nazev

Sledovani a kontrola teploty pii skladovani a
pirepravé lédiv

Zasilky humanitarni pomoci obsahujici |&€ive
piipravky

Hldgeni doddvek distribuovanych humannich
létivych pfipravkd - Doplnék 3

Hldseni dodavek distribuovanych humannich
1é&ivych pifipravka

0Oznameni zahdjeni distribu¢ni €&innosti na Uzemi
CR / oznameni zmény v udajich o distributorovi
provadéjici distribuci na zékladé povoleni k
distribuci 1é¢iwych piipravkd vydaného jinym
Elenskym statem EU

Zadost o povolenifzménu v povoleni k distribuci
létivych pfipravkd

Angl.
verze

MNE

MNE

ME

MNE

Pokyny Svétové zdravotnické organizace (WHO) pro darovani léki
Pokyny ze dne 5.listopadu 2013 pro spravnou distribuéni praxi huménnich lé&iwych pfipravki (2013/C 343/01),

Platnost
od

6.11.2013

15.01.2009

02.03.2016

01.04.2011

3.2.2014

22.9.2014

Nahrazuje Dopliuje

DIS-15
verze 2

DIS-14

DIS-
13 Doplnék
2

DIS-13

DIS-13
verze 3

DIS-10
verze 1

DIS-8 verze

soubor typu pdf, (876.48 kB)

Pokyny ze dne 19. biezna 2015 tykajici se zdsad spravné distribuéni praxe duinnvch latek pro humanni [&Eivé

pfipravky (2015/C 95/01), soubor typu pdf, (522,59 kB)

Léciva - distribuce - formulafie

Z&dost o ziizeni Gétu

Z&dost distributora o
potvrzeni, soubor tyvpu dot

Nazev

pro distributory

{28 kB)

udaji do evropské databaze

Zadost o vydani potvrzeni ddajd uvedenych
v povoleni k distribuci 1é&ivych pfipravkd a zavedeni

Angl.

Platnost

verze | od

Zadost o ziizeni Gétu a pfidéleni pfihlagovacich adajl NE

NE

22.02.
2011

01.04.
2013
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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