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e SL’JKL Kédovani - vyhlaka 3

§ 8 Sledovatelnost

V tkanovém zarizeni se uchovavaji zaznamy umoznujici
, identifikaci jednotného evropského kédu

Plati i pro poskytovatele zdravotnich sluzeb, kterym byl
tkanovy a bunécny pripravek poskytnut k pouziti!!!

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017



e SL’JKL Kédovani - vyhlaka

§ 9 Identifikace a kédy

Novy odst. 4
s, Tvorba a struktura jednotného evropského kodu,
pozadavky na jeho pouziti, struktura kodu pripravku

a technicka pravidla systému pridélovani jedinecnych
Cisel darovani jsou stanoveny v priloze ¢. 10.

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Priloha ¢. 2 Opatrovani tkani a bunék a jejich
poskytovani tkanovému zarizeni

Bod 7. OznacCovani odebranych tkani a bunék

(Udaje na primarnim obalu)

Nové pism. f) sekvence identifikace darovani

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017



e SL’JKL Kédovani - vyhlaka

Priloha €. 6 Pozadavky na prijem tkani a buneék,
na postupy zpracovani, oznaceni, propousténi,
baleni ......

Bod 5. Konecné znaceni pro distribuci

(bod 5.1. udaje na stitku primarniho obalu)

Nové pism. g) jednotny evropsky kod

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Priloha €. 7 Oznameni a zpravy

Vzory oznameni a zprav o zavaznych nezadoucich
udalostech a reakcich - noveé se uvadi:

%, kod tkanového zarizeni

 jednotny evropsky kod u typu tkani a bunék, které
souviseji s oznamenim/zpravou
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Priloha €. 10 Tvorba a struktura jednotného

evropského kodu

SEKVENCE IDENTIFIKACE DAROVANI SEKVENCE IDENTIFIKACE PRiIPRAVKU
KOD TKANOVEHO ZARIZENI EU JEDINECNE CiSLO KOD PRIPRAVKU CiSLO FRAKCE
DAROVANI
Kéd zemé 1SO"  Cislo tkarnového Identifikator Cislo pfipravku
zarizeni™™ kédovaciho
systému pfipravku
2 alfabetické znaky6 alfanumerickych 13 1 alfabeticky znak 7 alfanumerickych 3 alfanumerické
znaku alfanumerickych znaku znaky

znaka

© 2017 STATN[ USTAV PRO KONTROLU LECIV

DATUM UPLYNUTI
DOBY
POUZITELNOSTI
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8 numerickych
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Tvorba a struktura jednotného evropského
kodu — 1. cast kodu

SEKVENCE IDENTIFIKACE DAROVANI

KOD TKANOVEHO ZARIZENI EU JEDINECNE CiSLO DAROVANI
Kéd zemé I1ISO") Cislo tkariového zafizeni**
CZ EU TE Compendium 13 alfanumerickych znaku

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Tvorba a struktura jednotného evropského
kédu — EU kompendia

ODisclaimer  @User Manuals & Support  LAnonymous & Logout

o *

* .3 -

EU Coding Platform

Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin

SEC LookUp Full SEC Donation Identification Sequence Product Identification Sequence
Single European Code Enter code
(SEC) Search
Download Sample SEC Submit
maker file

EURQCET

https://webgate.ec.europa.eu/eucoding/

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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@Disclaimer  @User Manuals B Support  LAnonymous () Logout

*
L] *

EU Coding Platform
Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin
EU Tissue Overview Tissue Establishments *

Establishment
Compendium

Search
EU TE List

Filter by Activities

Back to Full List

EU Tissue and Cell EU TE Code ¢ TE Name & City ¢ Country <
Product Compendium -

EUTC ITOO7538 Centro PMA Nuova Villa Claudia Roma Italy o

Product List
Product Categories BG0OO0366 Medical Center "Repromed” Ltd. Pleven Bulgaria [4]

Specialized Hospital For Active Treatment of Hematologic
BGO01079 Diseases ( Specialized Hospital For Active Treatment of Sofia Bulgaria [+]
Hemalothologic Diseases)

Universitatsklinikum Schleswig-Holstein, Campus Lubeck,
Klinik fur Herz- und thorakale Gefalkchirurgie

DED06882 Lubeck Germany (4]

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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O@Disclaimer  @User Manuals 2 Support  LAnonymous O Logout

* ok
* *

EU Coding Platform
Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin
EU Tissue Overview Tissue Establishments *

Establishment
Compendium

Search
EU TE List
Back to Full List
Filter by Activities
EU Tissue and Cell EU TE Code : TE Name % City ¢ Country ¢
Product Compendium CZ-Czech
EUTC L .
CZ000482 ARLETAIVF.sro. Kostelec nad Orlici ~ Czech Republic (4]
Product List
Product Categories R | CZD0090s ASCLEPION Lasercentrum Praha, s.r.o. Praha Czech Republic ]
CZ000910 AURA MEDICAL CLINIC s.r.o. Praha Czech Republic 3]
CZ000907 Ambulance Meditrans s.r.o. Praha Czech Republic (4]
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e SL’JKL Kédovani - vyhlaka

13

Jedinecné cislo darovani (I.)

13 alfanumerickych znaku (prirazené konkrétnimu
darovani)

s, datum odbeéru v poradi posledni dvojcisli roku, mésic,
den (RRMMDD)

%, inicialy darce v poradi jméno, prijmeni

=, evidencni Cislo odbéru (vyhlaskou blize neupresnéno)

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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e SL’JKL Kédovani - vyhlaka

Jedinecné cislo darovani (ll.)

»,pokud se soucet alfanumerickych znaku
nevycerpa, uvede se na konci potrebny pocet nul

~Ize pouzivat jina technicka pravidla systému
pridélovani jedinecnych Cisel darovani (napfr. jiz
zavedend), pokud zarucuji jednoznacnou
identifikaci konkrétniho darovani a obsahuji 13

alfanumerickych znaku

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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15

Tvorba a struktura jednotného evropského

kddu — 1. cast kodu
SEKVENCE IDENTIFIKACE DAROVANI

KOD TKANOVEHO ZARIZENI EU

Koéd zemé 1SO™) Cislo tkarového zatizeni™™

EU TE Compendium
CZ

000482

© 2017 STATN[ USTAV PRO KONTROLU LECIV

JEDINECNE CiSLO DAROVANI

13 alfanumerickych znakd

170615AV10000
22M?
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Tvorba a struktura jednotného evropského
kodu — 2. cast kodu

SEKVENCE IDENTIFIKACE DAROVANI SEKVENCE IDENTIFIKACE PRiIPRAVKU
KOD TKANOVEHO ZARIZENI EU JEDINECNE CiSLO KOD PRiPRAVKU CiSLO FRAKCE DATUM UPLYNUTI
DAROVANI DOBY
Kéd zemé ISO*)  Cislo tkarového Identifikator Cislo pripravku POUZITELNOSTI
zarizeni™™ kédovaciho )

systému pfipravku

Ccz 000482 170615AV10000 1 alfabeticky znak 7 alfanumerickych 3 alfanumerické 8 numerickych
72NN znaku znaky znaku

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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e SL’JKL Kédovani - vyhlaska

Tvorba a struktura jednotného evropského

kddu — 2. cast kodu

SEKVENCE IDENTIFIKACE PRIPRAVKU

KOD PRiIPRAVKU CiSLO FRAKCE

Identifikator kédovaciho Cislo ptipravku
systému pfipravku

1 alfabeticky znak 7 alfanumerickych znaku 3 alfanumerické znaky
EU kodovaci systém podle zvoleného S
kodovaciho systemu

© 2017 STATN[ USTAV PRO KONTROLU LECIV

DATUM UPLYNUTi DOBY
POUZITELNOSTI

***)

8 numerickych znaku

RRRRMMDD
00000000
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Evropské kodovaci systémy

- ,EY EUTC (vSechny tkané a bunky v EU, podle
anatomické lokality)
https://webgate.ec.europa.eu/eucoding/

=, ,A“ ISBT128 (mezinarodni standard pro |éCivé
pripravky lidského puvodu)

https://www.iccbba.org/

*, ,B“ Eurocode (IBLS, mezinarodni standard pro
pripravky z krve a tkani; transfuze, transplantace)

http://www.eurocode.org/

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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@Disclaimer  @User Manuals & Support  KAnonymous O Logout

e
EU Coding Platform
Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin
EU Tissue EUTC
Establishment
Compendium EUTC Name ¢
EU TE List Product number =
Filter by Activities 98 ADIPOSE CELLS
EU Tissue and Cell o7 ADIPOSE TISSUE
Product Compendium 89 CARDIOVASCULAR, VALVE
SLITE 2 CARDIOVASCULAR, VALVE, AORTIC
Product List 3 CARDIOVASCULAR, VALVE, MITRAL
Product Categories 4 CARDIOVASCULAR, VALVE, PULMONARY
5 CARDIOVASCULAR, VESSEL, AORTIC
6 CARDIOVASCULAR, VESSEL, ARTERY
7 CARDIOVASCULAR, VESSEL, OTHER
8 CARDIOVASCULAR, VESSEL, VEIN

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017



‘ ® : SL’J KL Kédovani - vyhlaska 2

ODisclaimer  @User Manuals & Support L Anonymous O Logout

S

* *

* w -

EU Coding Platform

Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin
EU Tissue EUTC
Establishment
Compendium EUTC Name <
) Product number < .

EU TE List reproductive %
Filter by Activities 56 REPRODUCTIVE, EMBRYO
EU Tissue and Cell 57 REPRODUCTIVE, QOCYTE
Product Compendium

P 58 REPRODUCTIVE, OVARIAN
Shire 59 REPRODUCTIVE, SPERM
Product List 60 REPRODUCTIVE, TESTICULAR
Product Categories

1-5 out of 5 1 10
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g *
* * -
EU Coding Platform
Reference Compendia for the Application of a single European Coding System for Tissues and Cells
SEC LookUp Compendia TE Management Admin
EU Tissue Product List
Establishment
Compendium Search
EU TE List
Filter by Activities
Coding System Product numb¢  Preduct Name 3 Product Characteristic Product Code EUTC Name &
EU Tissue and Cell
Product Compendium 2EElrE
EUTC _ REPRODUCTIVE, REPRODUCTIVE,
. E-EUTC 56 EMBRYO E0D0DOS6 EMBRYO
Product List
REPRODUCTIVE, REPRODUCTIVE,
Product Ca‘tegor‘ies E -EUTC 5T OOCYTE EQD0DOS7 OOCYTE
REPRODUCTIVE REPRODUCTIVE
E-EUTC 58 : E0D0D05E :
OVARIAN OVARIAN
REPRCDUCTIVE REPRCDUCTIVE
E-EUTC a9 : E0D0D0S9 :
SPEREM SPERM
CARDIOVASCULAR, CARDIOVASCULAR,
E-EUTC 6 VESSEL, ARTERY E0000008 VESSEL, ARTERY
C oo on REPRODUCTIVE, CAnAnAen REPRODUCTIVE,

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017



European
Commission

SEC LookUp

EU Tissue
Establishment
Compendium

EU TE List
Filter by Activities

EU Tissue and Cell
Product Compendium

EUTC
Product List

Product Categories

© 2017 STATN[ USTAV PRO KONTROLU LECIV

Kédovani - vyhlaska 22
@Disclaimer @User Manuals = Support A Anonymous < Logout
EU Coding Platform
Reference Compendia for the Application of a single European Coding System for Tissues and Cells
Compendia TE Management Admin
Product List
Search
Coding System Product numbe Product Name & Product Characteristic Product Code EUTC Name
NSOt Open|Plasma ZEEE}SEN'TOR
A-ISBT 128 50295 HPC, MARROW :s:lez?:;emenswe A00S0295 HEMATOPOIETIC,
I BONE MARROW
PROGENITOR
DMSO/XX/<-120C|Open CELLS,
A-ISBT 128 S0304 HPC, MARROW A0DS0304
N container|extensive|Cryo HEMATOPOIETIC,
BONE MARROW
PROGENITOR
A-ISBT 128 S0324 HPC, MARROW ::;::;::}wn\rm:nm A00S0324 CE,
’ comaill'ler\exlenswe\Tha\c HEMATOPOIETIC,
BONE MARROW
NS2OKT| Open|Plasma ZESLC;EN'TOR
A-ISBT 128 S0325 HPC, MARROW ig:;?:‘ir:;x‘enswewnah A00S0325 HEMATOPOIETIC,
BONE MARROW
PROGENITOR
NSXX/t|Open|Plasma CELLS
A-ISBT 128 S0326 HPC, MARROW dded|3rd AD0S0326 -
‘ Z)n:ail!ler extensive| Thav AT BlSIE,
! ! BONE MARROW
NSO/t Open|Plasma ZEELGSEN'TOR
A-ISBT 128 sS0327 HPC, MARROW :ss‘e;:;?ex‘engwewnav A00S0327 HEMATGPOIETIC,
BONE MARROW
BT 1 RO OVARIAN TISSUE AutologousiFor further OR0O001 REPROD
p g fe) AN
REPRODUGTIVE,
A-ISBT 128 RO0DZ OVARIAN TISSUE Autol Ci AODORODO2 .
ologous|Cryopreserve OVARIAN
Autologous|For further REPRODUCTIVE,
A-ISBT 128 RO0OO3 TESTICULAR TISSUE e e AOQORO0D03 LA
11-20 out of 2897 . < 1[[2]3)a | e 10
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23

Tvorba a struktura jednotného evropského

kodu — 2. ¢ast kddu (EUTC)

SEKVENCE IDENTIFIKACE PRIPRAVKU

KOD PRiIPRAVKU CiSLO FRAKCE

Identifikator kédovaciho systému Cislo pfipravku

pFipravk
EU kodovaci systém P odlle EU kodovaciho
systemu
1 alfabeticky znak 7 alfanumerickych znakd 3 alfanumerické znaky
E 0000058 001
(Ovaridlni tkan) 000

© 2017 STATN[ USTAV PRO KONTROLU LECIV

DATUM UPLYNUTI DOBY

POUZITELNOSTI
***)

8 numerickych znaki

20351031
00000000

12.6.2017
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24

Tvorba a struktura jednotného evropského

kédu — 2. East kédu (ISBT 128)

SEKVENCE IDENTIFIKACE PRIPRAVKU

KOD PRiIPRAVKU CiSLO FRAKCE

Identifikator kédovaciho systému Cislo pfipravku

pFipravk
EU kodovaci systém P odlle EU kodovaciho
systemu
1 alfabeticky znak 7 alfanumerickych znakd 3 alfanumerické znaky
A O0OR0002 001
(Ovaridlni tkan) 000

© 2017 STATN[ USTAV PRO KONTROLU LECIV

DATUM UPLYNUTI DOBY

POUZITELNOSTI
***)

8 numerickych znaki

20351031
00000000
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Tvorba a struktura jednotného evropského
kédu — konecna verze

SEKVENCE IDENTIFIKACE DAROVANI SEKVENCE IDENTIFIKACE PRiIPRAVKU
KOD TKANOVEHO ZARIZENI EU JEDINECNE CisLO KOD PRiIPRAVKU CiSLO FRAKCE DATUM UPLYNUTI
DAROVANI DOBY
Kéd zemé 1ISO"  Cislo tkafiového Identifikator  Cislo pfipravku POUZITELNOSTI
zarizeni™™ kédovaciho **%)
systému
pripravku
Cz 000482 170615AV10000 E 0000058 AO01 20351031
2299799099709 000 00000000
Cz 000482 170615AV10000 A 00R0002 A01 20351031
29292272322222?2?
-------------- 000 00000000
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Pozadavky na pouziti kddu CODI

© Can Stock Photo

s, format kodu je Citelny pouhym okem

-,
=, pred kodem se uvadi zkratka SEC

, sekvence identifikace darovani a sekvence
identifikace pripravku musi byt od sebe oddéleny
mezerou nebo musi byt uvedeny na dvou po sobé
jdoucich radcich

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Jak bude vypadat konecné znaceni???

SEC C2000482170615AV10000 EO000058A0120351031

SEC CZ000482170615AV10000
E0000058A0120351031

© 2017 STATN[ USTAV PRO KONTROLU LECIV
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S SL’J KL Xedovén

Kde najit odpoveédi na souvisejici otazky?

© 2017 STATN[ USTAV PRO KONTROLU LECIV
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https://ec.europa.eu/health/blood_tissues_organs/tissues/single_european_code_en

About this site | Legal notice | Cookies | Contact on Europa | Search on Eurcpa [ English

PUBLIC HEALTH

European Commissio alth and Food Saf

BLOOD, TISSUES AND ORGANS

Single European

A  © Alltopics Policy Blood RIEHTCEELLECE Organs  Indicators — Projects

Go backto Blood, tissues and organs » Tissues and cells » Single European Code (Sec) For Tissues And Cells

Single European Code (SEC) for tissues and cells

In the European Union human tissues and cells intended for human application need to be traceable from the donor to the recipient and vice state ﬂf H ealth
versa (so-called 'traceability’). To help with this a unigue identifier, called the Single European Code (SEC), has been infroduced and, together 5 . .
* ¢  inthe EU k

with the accompanying documentation, it should support fraceability and provide information on the main charactenistics of such tissues and
cells. By entering the SEC into a Commission-hosted publicly accessible IT platform, users be able to retrieve relevant information on the tissue

and cell product itself and on the associated tissue establishment, including the activities for which it is authorised, by tissue and cell type, and
its contact details. This is essential information for end-users in the field.

1. Legal requirements

Commission Directive (EU) 2015/565 amended Directive 2006/86/EC as regards certain technical requirements for the coding of human tissues
and cells and was published on 9 April 2015 (hitp:/feur-lex_europa.eu/legal-content/EN/TXT/PDF/2uri=CELEX:32015L0565& rom=EN).

Antimicrobial Resistance »

Directive 2006/86/EC as amended ('The Directive") thus lays down the obligation for tissue establishments to affix a "Single European Code”
or “SEC” on tissues and cells distributed for clinical application in the EU. The Directive also sets out the requirements for its application

http://ec.europa.eu/dgs/health_food-safety/amr/index_en.htm ]‘Ihe fissue establishments, competent authorities and the European Commission. e-newsletter Fri 0511212017

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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' https://ec.europa.eu/health/blood_tissues_organs/tissues/single_european_code_en
o, SUKL

ACCOMpanying GoCUmentanon J.

respect the requirements on the application of the SEC.

tissues and cells:

* SEC Information for CAs and TEs -4
+ SEC Questions & Answers [i] {
+ Introduction to the SEC [;-| <

The link to the EU Coding Platform is available here: hitps./fwebgate ec europa.eufeucoding/.

Product Compendium.

30
All tissue and cell products processed and stored after 29 April 2017, including those to be stored for long periods (e.g. deep-frozen) need to
Guidelines for competent authorities and tissue establishments on the implementation of the Single European Code (SEC) for
The EU Coding platform will allow public, free of charge access to the EU Tissue Establishments Compendium and the EU Tissue and Cell
EREEE+
EUROPEAN COMMISSION
- HEALTH AND FOOD DIRECTORATE-GENERAL
- Directorate B - Health systems, medical preducts and innovation
B4 — Medical products: quality, safety, innovation
Single European Code (SEC)
-Questions and answers-
Disclaimer: This document aims fto assist competent authorities and tissue establishments
with the implementation of the requirements on the coding of tissues and cells set out in
Directive 2006/86/EC as amended by Directive (EU) 2015/565. 1t is provided for information
purposes only and its contents are not intended to replace consultation of any applicable
legal sources or the necessary advice of a legal expert, where appropriate. It should not be
considered as a legal interpretation of the legislation. Neither the Commission nor any person
acting on its behalf can be held responsible for the use made of this document.
12.6.2017
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S SL’J KL Kédovani - vyhlaska "
Q&A(1.)

=, Lze meénit sekvenci identifikace darovani?
NE (ani pri predavani jinému TZ ke zpracovani), s
vyjimkou kolekce

>, Lze pouzivat stavajici systém znaceni pripravkd?

ANO, ale musi byt pridan jednotny evropsky kod
(proto na zacdtku kodu SEC)

ey

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Q&A(2.)

s, Co kdyz pripravek neni v EU databazi pripravku
(nema kdd)? Kontaktovat SUKL

(zajisténi aktualizace EU databaze prostrednictvim
Evropské Komise, nasledné i v ISBT a Eurocode)

s, Pozaduje se pro systém kodovani ¢arovy kod? NE 1!

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Q&A(3.)

=, Musi byt pripravek oznacen jednotnym EU kddem v
pripadé dovozu ze 3. zemi? ANO (zajisti dovadzejici TZ,
v pruvodni dokumentaci 3. zemé; vyjimka pri pouZiti v
1Z)

=, A v pripade dovozu z EU? NE o~
RO

d

=, A v pripadé vyvozu? ANO

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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Q&A(4.)

=, Musi byt tkané a bunky predavané z TZ vyrobci
lécCivého pripravku oznaceny jednotnym EU kodem?

ANO (prvni cast EU kodu = sekvence identifikace

darovani)

%, Jak ma TZ pridélit jednotny EU kod tkanim a bunkam
od ruznych darcu s jiz pridélenou sekvenci
identifikace darovani? (darovana embrya)

Prideli se novy kod (musi byt zajisténa sledovatelnost k
ddarcim)

© 2017 STATN[ USTAV PRO KONTROLU LECIV 12.6.2017
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\..) SU KL MozZnost zapojeni do vefejné konzultace .

http://ec.europa.eu/newsroom/sante/newsletter-specific-archive-
issue.cfm?newsletter service id=327&newsletter issue id=3763&page=1&fullDate
=Tue%2030%20May%202017&lang=default.

m European | e_News
Commission 30/05/2017
Health and Food Safety Directorate General
Twitter Food ﬂ Twitter Health u
Public Health

Public consultation launched on EU blood, tissues and cells legislation

The Commission seeks to gather views on the extent to which the 2002 Directive setting standards of
guality and safety for human blood and the 2004 Directive setting standards for human tissues and

cells, have met their original objectives and whether they remain fit for purpose. The consultation of

citizens and stakeholders, launched today, will run until the end of August 2017. Interested parties
are invited to participate online. (see link below)

Urging people to participate, Vytenis Andriukaitis, Commissioner for Health and Food Safety, said:
"Blood, tissues and cells are used for both routine procedures such as in vitro fertilisation and cornea
transplantation and lifesaving procedures such as blood transfusion following serious injury, bone
marrow transplants for cancer patients and skin grafts for patients with major burns. It is vital that EU
legislation ensures the highest level of safety. Patients’ lives depend on it.”

The results of the public consultation and views expressed by stakeholders in other forums will be
reviewed and will feed into a final evaluation report on the EU Directives on blood, tissues and cells to

be published towards the end of 2018.

+ More information
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http://ec.europa.eu/newsroom/sante/newsletter-specific-archive-issue.cfm?newsletter_service_id=327&newsletter_issue_id=3763&page=1&fullDate=Tue 30 May 2017&lang=default
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Stakeholder consultation for the evaluation of eu legislation on blood,
tissues and cells

Policy field

Public Health

Target group(s)

The general public and all stakeholders are welcome to contribute to this consultation, in particular:

* Donors of blood, tissues or cells
Patients
National authorities

Professionals working in blood, tissue and cell donation or in blood or tissue establishments

Healthcare professionals using blood, tissues and cells in their clinical practice

Manufacturers of medicinal products that use blood, tissues and cells as starting materials

Organisations representing any of these groups

Any other individual or organisation interested in this field.

Period of consultation
29.05.2017 to 31.08.2017
Objective of the consultation

The purpose of this consultation is to support a comprehensive evaluation of the Union legislation on blood and tissues and cells - Directives
2002/98/EC and 2004/23/EC respectively and their implementing (technical) Directives, examining their functioning across the EU. In particular
the consultation aims to gather views on the extent to which the Directives have met their original objectives and whether they remain fit for
purpose. The evaluation is expected fo provide a sound evidence base which will be used to consider the need for any changes to the
legislation.

For further information on the Evaluation of the legislation on blood, tissues and cells click here.

A summary [i-| {---] of the consultation is available in all EU languages.
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Public consultation launched on EU blood, tissues and
cells legislation
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