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DECISION

)

n
"4

The State Institute for Drug Control (SUKL), having its registered seat at Prague 10, Srobarova 48, as the decision-
making body under Sec 15(1)(a) of Act No. 296/2008 Coll., on assurance of quality and safety of human tissues and
cells intended for use on humans, and on amendment to certain acts (Human Tissue and Cells Act), as amended
(hereinafter the “Human Tissue and Cells Act”), has decided in accordance with the provisions of Sec 67 of Act No.
500/2004 Coll., Code of Administrative Procedure, as amended (hereinafter the “CAP”).

as follows:

The State Institute for Drug Control (hereinafter the “Institute”), hereby issues to the company BioCouriers s.r.o.,
having its registered seat at Bednafikova 2893/1a, LiSefi, 628 00 Brno, Corporate no.: 07317549,

a license to distribute human tissues and cells

for types of tissues and cells and scope of activities: -
’7Human tissues and cells transported at liquid nitrogen temperature according to the requirement of the tissu
| facility
| in the scope of conducted activities | distribution

\"””"‘

In compliance with Sec 19(2) of the Human Tissues and Cells Act, the Institute imposes upon the holder of this
license the duty to comply with conditions under which this license was issued, especially:

| Address of place of performance of activity | Bednafikova 2893/1a, Lisen, 628 00 Brno

Reasoning

On 14.08.2018, the company BioCouriers s.r.o., having its registered seat at Bednafikova 2893/1a, LiSen, 628 00
Brno, Corporate no.: 07317549, filed an application for a license for the activity of distribution of human tissues
and cells. The filing of the application initiated administrative proceedings held under ref. no. sukls304667/2018.
Within the terms of the proceedings, the Institute assessed whether in the respective case, statutory requirements
had been fulfilled regarding human tissues and cells and the respective implementing regulations.

The institute issued this license after verification of facts stated in the application, and verification of the
applicant’s qualifications to fulfill statutory duties regarding human tissues and cells, specifically for the types of
tissues and cells and in the scope of activities as specified in the statement of this decision.
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At the same time, in compliance with Sec 19(2) of the Human Tissues and Cells Act, by its decision the Institute
imposes upon the holder of this license the duty of upholding the conditions under which this license was issued.
The Institute meanwhile states data decisive for issuing a license (conditions of distribution and place of
performance of activity) —i.e. facts whose failure to uphold would constitute deviation from the conditions under
which this license was issued for the specific type of tissues and cells and the scope of activities, because it also
concerns requirements that could impact the upholding of conditions of correct distribution practice of human
tissues and cells.

In light of this, the Institute decided to permit the activities as specified in the statement of this Decision.
Instructions

An appeal may be filed against this decision at the Institute under the provisions of Sec 81 et seq. of the CAP within
a time limit of 15 days following the date of its delivery. The Ministry of Health of the Czech Republic shall decide
on the appeal. ‘

Official stamp

Ing. FrantiSek Chuchma, CSc.
Director of Inspection Department
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PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT

BioCouriers s.r.o.
Bednafikova 2893/1a, LiseR

628 00 Brno

Sp. zn. Vyftizuje/linka Datum
sukls304667/2018 Tomkovd/742 29.10.2018
C.J.

suki358079/2018

ROZHODNUTI

Stétni dstav pro kontrolu 1é¢iv se sidlem v Praze 10, Srobérova 48, jako organ pfislusny k rozhodnuti podle § 15
odst. 1 pism. a) zadkona &. 296/2008 Sb., o zaji§ténijakostia bezpecnosti lidskych tkani a bunék uréenych k pouziti
u ¢lovéka a 0 zméné souvisejicich zakonti (zékon o lidskych tkénich a burikdch), ve znéni pozdéjsich predpist
(dale jen ,,zdkon o lidskych tkanich a burikach”), rozhodl v souladu s ustanovenim § 67 zakona &. 500/2004 Sh.,
spravni fad, ve znéni pozd&jSich predpisi (dale jen »Spravni Fad”)

takto:

Statni Ustav pro kontrolu légiv (dale jen ,Ustav”) vydava spolecnosti BioCouriers s. r.o0., se sidlem Bednaiikova
2893/1a, Liseri, 628 00 Brno, IC: 07317549,

povoleni k distribuci lidskych tkani a bunék

pro typy tkdni a bunék a rozsah &innosti:

| Lidské tkané a buriky pfepravované pi teploté kapainého dusiku podle pozadavk tkafiového zafizeni

v rozsahu provadénych distribuce
dinnosti

Vsouladu s § 19 odst. 2 zékona o lidskych tkanich a burikich uklida Ustav driiteli tohoto povoleni &nnosti
povinnost dodrZet podminky, za kterych bylo toto povoleni &innosti vydano, zejména:

1 Adresa mista provadéni &innosti Bednafikova 2893/1a, Literi, 628 00 Brno

Odavodnéni

Dne 14.08.2018 spole¢nost BioCouriers s. r.o., se sidlem Bednafikova 2893/1a, LiSen, 628 00 Brno, IC: 07317549,
podala Zadost o povoleni ¢innosti distribuce lidskych tkania bunék. Podanim #4dosti bylo zahajeno spravni fizeni
vedené pod sp. zn. sukls304667/2018. V jeho rémci Ustav posuzoval, zda jsou v uvedeném pfipadé splnény
poZadavky stanovené zakonem o lidskych tkénich a bufikach a jeho provadécimi predpisy.

Ustav vydal toto povoleni &innosti po ovéFeni skute¢nosti uvedenych v 7adosti a ovéFeni pfedpokladd Zadatele
plnit povinnosti stanovené zdkonem o lidskych tkénich a buiikich, a to pro typy tkani a bunék a v rozsahu
¢innosti, které jsou uvedené ve vyroku tohoto rozhodnuti.
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Zaroven v souladu s § 19 odst. 2 zdkona o lidskych tkanich a bufikach uklada Ustav rozhodnutim drziteli tohoto
povoleni Cinnosti povinnost dodriet podminky, za kterych bylo toto povoleni ¢innosti vydano. Pfi tom Ustav
uvadi udaje rozhodujici pro vydani povoleni (podminky distribuce a misto provadéni ¢innosti) - tj. skuteénosti,
jejichZ nedodrZeni by bylo zménou oproti podminkam, za kterych bylo toto povoleni pro dany typ tkani a bunék
a rozsah innosti vydéno, nebot jde sou¢asné o skutetnosti, které mohou mit dopad na dodrzeni podminek
spravné distribu¢ni praxe lidskych tkdni a bunék.

Vzhledem k tomu Ustav rozhodl o povoleni &innosti, jak je uvedeno ve vyroku tohoto rozhodnuti.

1
i

Pouceni

4

Proti tomuto rozhodnuti je moZzno podat podle ustanoveni § 81 a nasl. spravniho fadu u Ustavu odvoléni, a to
ve lhité 15 dnu ode dne jeho doruéeni. O odvoléani rozhoduje Ministerstvo zdravotnictvi CR.

Otisk ufedniho razitka

Ing. FrantiSek Chuchma, CSc.
feditel inspekéniho odboru
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Tlumoénicka dolozka

Jako tlumoénice jazyka anglického, Jmenovana rozhodnutim Ministerstva spravedInosti,
VySehradsk4 16, 128 10 Praha 2 ze dne 31.ledna 2000 €. M-934/99 stvrzuji, Ze pieklad
souhlasi s textem p¥ipojené listiny.

V piekladu jsem neprovedla 7adné opravy.

Tlumocnicky tikon je zapsan pod. poi:€. 525/4 deniku.

V B¢ 31. #ijna 2018

Ls

¥ Interpreter’s Clause

o As an interpreter in English language, appointed by the decree of the Ministry of Justice,
VySehradska 16, 128 10 Prague 2 issued on 31 January 2000 no. M - 934/99, I hereby certify
that the English translation corresponds with the attached text.

I have not made any alterations in the translation.
The interpretation is entered under no. 525/4.

Brno, 31 October 2018

. PhDr. Hana Kallus, M.A. Ph.D.




