OPIS

STATNI USTAV Srobdrova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
PRO KONTROLYU LECIV 100 41 Praha 10 Fax: +420 271732377 Web: www.sukl.cz
ADRESAT

IVF CUBE SE

Evropska 178
160 00 Praha 6

Sp. zn. Vyfizuje/linka Datum
sukls172460/2017 Koblihova/949 13.07.2017
C.j.

sukl172988/2017

ROZHODNUTI

Statni Gstav pro kontrolu 1é¢iv se sidlem v Praze 10, Srobérova 48, jako orgdn pfislu$ny k rozhodnuti podle § 15
odst. 1 pism. a) zédkona ¢. 296/2008 Sb., o zajisténi jakosti a bezpec¢nosti lidskych tkani a bunék uréenych k pouZiti
u ¢lovéka a o zmé&né souvisejicich zakonl (zdkon o lidskych tkanich a burikdch), ve znéni pozdéjsich ptfedpisi
(dale jen ,zakon o lidskych tkanich a buiikich”), rozhodl v souladu s ustanovenim §& 67 zakona ¢. 500/2004 Sb.,
spravni fad, ve znéni pozdéjsich ptedpist (dale jen ,spravni fad”)

takto:

Statni Ustav pro kontrolu léciv (déle jen ,Ustav”) v souladu s § 20 odst. 1 zdkona o lidskych tkdnich a burikach
méni rozhodnuti o povoleni ¢innosti tkafiového zafizeni vydane dne 26.06.2015 pod sp. zn. suiis107250/2015
nasledovné:

e Zapisuje se dal$i odpovédné osoba, a to MUDr. Hana Visiiovd, Ph.D.

Aktudlni rozsah povoleni ¢innosti tkafového zafizeni véetné viech zmén (rozhodnuti sp.zn. sukls78703/2011 ze
dne 13.06.2011, rozhodnuti sp.zn. sukis89559/2012 ze dne 02.05.2012 a rozhodnuti sp.zn. sukls107250/2015
ze dne 26.06.2015) spole¢né s vy$e uvedenou zménou je nasledujici:

Spoleénosti IVF CUBE SE, se sidlem Evropska 178, 160 00 Praha 6, IC: 24745014, se povoluje &innost
tkariového zafizeni

pro typy tkani a bunék a rozsah ¢innosti:

Spermie, oocyty, embrya (dale jen ,reprodukéni buiiky®), testikuldrni tkan
pro pouZiti mezi partnery a pro nepartnerské darovani

v rozsahu provadénych ¢innosti | opatfovéni, zpracovani, vySetiovani, propousténi, skladovani, distribuce
reprodukénich bunék a testikuldrni tkané

V souladu s § 19 odst. 2 zdkona o lidskych tkénich a buiikdch uklada Ustav drziteli tohoto povoleni &innosti
povinnost dodriet podminky, za kterych bylo toto povoleni €innosti vydano, zejména:

a) Funkci odpovédné oséby RNDr. Renata I:l_i]ttelové, Ph.D.
tkanového zafizeni vykonava MUDr. Hana Visnova, Ph.D.
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_b)_AdTe;y viech mist provédér_xi Evropska 178, 160 00 Praha 6
¢innosti jsou

7) " Cinnosti zad4vané na zakladé Sang Lab — klinicka laboratof s.r.o0., se sidlem Bezrucova 1098/10, 360
smlouvy podle § 10 zdkona o 01 Karlovy Vary, IC: 25230271 (laboratorni vy3etfovani darcl podle
lidskych tkdnich a bunkach vyhlagky &. 422/2008 Sb., pfilohy &. 4, bodu 1. 1. a piilohy &. 5, bodu
3.3.);

Genetika Plzef, s.r.o., se sidlem Parkova 1254/11a, 326 00 Plzen-
Cernice, IC: 26357623 (genetické laboratorni vy3etfeni dércti podle
vyhlasky €. 422/2008 Sb., pfilohy €. 5, bodu 3.7);

Institut reprodukéni mediciny a genetiky s.r.o., se sidlem Bélehradska
1042/14, 360 01 Karlovy Vary, IC: 27975380 (genetické laboratorni
vydetieni darcii podle vyhlasky &. 422/2008 Sb., pfilohy €. 5, bodu 3.7).

Oduvodnéni

Dne 12.07.2017 spole¢nost IVF CUBE SE, se sidlem Evropska 178, 160 00 Praha 6, IC: 24745014, podala 7adost o
zménu povoleni ¢innosti tkafiového zafizeni, vydaného dne 26.06.2015 pod sp. zn. sukls107250/2015. Zména
spotiva v zapsani daléi odpovédné osoby, a to MUDr. Hany Visiiové, Ph.D. Poddnim Zadosti bylo zahdjeno
spravni fizeni vedené pod sp. zn. sukls172460/2017. V jeho ramci Ustav posuzoval, zda jsou v uvedeném piipadé
spinény poZadavky stanovené zékonem o lidskych tkénich a burikdch a jeho provadécimi predpisy, a rozhodl o
povoleni ¢innosti tak, jak je uvedeno ve vyroku tohoto rozhodnuti.

Zaroven v souladu s § 19 odst. 2 zakona o lidsk\'/ch/tkénich a bufikach, uklada Ustav rozhodnutim driiteli tohoto
povoleni ¢innosti povinnost dodrzet podminky, za kterych bylo toto povoleni Cinnosti vydéano. P¥i tom Ustav
uvadi udaje rozhodujici pro vydani povoleni (odpovédné osoby tkaiového zafizeni, mista provadéni ¢innosti a
smluvni ginnosti, které tkafiové zafizeni mize zadat podie § 10 zdkona o lidskych tkanich a burikdch, ve znéni
pozdéjsich predpisi) - tj. skuteénosti, jejichz nedodrieni by bylo zménou oproti podminkam, za kterych bylo
toto povoleni pro dany typ tkdni a bunék a rozsah ¢innosti vydano, nebot jde soucasné o skutecnosti, které
mohou mit dopad na jakost a bezpe¢nost daného typu tkani a bunék.

Daléi &ast vyroku rozhodnuti obsahuje rozsah povoleni ¢innosti tkanového zafizeni, ve znéni véech zmén
(rozhodnuti sp.zn. sukls78703/2011 ze dne 13.06.2011, rozhodnuti sp.zn. sukls89559/2012 ze dne 02.05.2012
a rozhodnuti sp.zn. sukls107250/2015 ze dne 26.06.2015).

Pouceni

Proti tomuto rozhodnuti je mozno podat podle ustanoveni § 81 a nasl. spravniho fadu u Ustavu odvolani, a to
ve Ihité 15 dnii ode dne jeho doruéeni. O odvolani rozhoduje Ministerstvo zdravotnictvi CR.

_,-_‘_'_"'I:E_._—-dp
Ing. FrantiSek Chuchma, CS_C;
feditel inspekéniho odboru

Toto rozhodnuti nabylo pravni moci dne: 31.07.2017
Tento stejnopis rozhodnuti byl vydén na Zadost ugastnika fizeni v souladu s § 69 odst. 4 zakona ¢. 500/2004
Sb., spravniho fadu, ve znéni pozdéjsich predpisi. B

F-INS-022-09/25.11.2016 Stranka 2z 2



Qvéfeni - vidimace

Ovéiuji, ze tento opis slozeny z listh
doslovné souhlasi s fistinou, z niz byl pofizen,

slosenouz_ {4 fist.

V_PaeM e 4722080

Jitka Kovarikova
notarska tajemnice
povérena Mgr. Janoy Vecernikovou
notarkou se sidlem v Praze
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DECISION

The State Institute for Drug Control, with registered office at Praha 10, Srobarova 48, in the capacity of the
competent body to make decisions under Section 15 (1) (a) of Act No. 296/2008 Sb., on safeguarding of quality
and safety of human tissues and cells intended for use in humans and on changes in related acts (the Human
Tissues and Cells Act), as amended (hereinafter the “Human Tissues and Cells Act”), has made a decision in
compliance with Section 67 of Act No. 500/2004 Sb., the Rules of Administrative Procedure, as amended
(hereinafter the “Rules of Administrative Procedure™)

as follows:
The State Institute for Drug Control (hereinafter the “Institute™), in compliance with Section 20 (1) of the Human
Tissues and Cells Act, hereby changes the decision to grant a licence for the operation of a tissue facility,
issued under file no. sukis107250/2015 on 26 June 20135, as follows:
*  Another responsible person, MUDr. Hana Vistiova, Ph.D., is hereby recorded.

The current extent of the licence of the tissue facility, including all the changes thereto (Decision file no.
sukls78703/2011 of 13 June 2011, Decision file no. sukls89559/2012 of 2 May 2012, and Decision file no.
sukls107250/2015 of 26 June 2015) and the above-mentioned change, is as follows:

IVF CUBE SE, a company with registered office at Evropska 178, 160 00 Praha 6, Reg. No.: 24745014, is
hereby granted a licence for the operation of

a tissue facility

for the following types of tissues and cells and the following scope of activities:

Sperms, oocytes, embryos (hereinafter the “Reproductive Cells”), testicular tissues

| to be used between partners and for non-partner donation

to the extent of activities performed obtaining, processing, examining, releasing, storing, and
distributing Reproductive Cells and testicular tissues

In compliance with Section 19 (2) of the Human Tissues and Cells Act, the Institute imposes a duty on the holder
of this licence to comply with the conditions under which this licence has been granted, including, without
limitation:

i a) The responsible persons of the tissue | RNDr. Renata Hiittelova, Ph.D.

facility are: MUDr. Hana Visfiova, Ph.D.
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|:' b) The activities are performed at the Evropska 178, 160 00 Praha 6
following addresses:

¢) Activities ordered on the basis of Sang Lab — klinicka laboratof s.r.0., with registered office at
a contract under Section 10 of the Bezru¢ova 1098/10, 360 01 Karlovy Vary, Reg. No.: 25230271
Human Tissues and Cells Act: [laboratory examination of donors in compliance with Schedule
No. 4 (1.1.) and Schedule No. 5 (3.3.) of Decree No. 422/2008

Sb.];

Genetika Plzeti, s.r.o., with registered office at Parkova 1254/11a,
326 00 Plzeii-Cernice, Reg. No.: 26357623, [genetic laboratory
examination of donors in compliance with Schedule No. 5 (3.7.)
of Decree No. 422/2008 Sb.];

Institut reprodukéni mediciny a genetiky s.r.o., with registered
office at Be&lehradska 1042/14, 360 01 Karlovy Vary, Reg. No.:
27975380 [genetic laboratory examination of donors in
compliance with Schedule No. 5 (3.7.) of Decree No. 422/2008
Sb.].

Reasoning

On 12 July 2017, IVF CUBE SE, a company with registered office at Evropska 178, 160 00 Praha 6, Reg. No.:
24745014, filed a request to change the licence of a tissue facility issued under file no. sukls107250/2015 on
26 June 2015. The change consisted in recording another responsible person, MUDr. Hana Vistiova, Ph.D. The
request initiated an administrative procedure conducted under file no. sukls172460/2017. Within such procedure,
the Institute assessed whether the requirements laid down in the Human Tissues and Cells Act and the
regulations implementing such act have been complied with in the given case; the Institute decided to permit the
activities as mentioned in the operative part hereof.

In compliance with Section 19 (2) of the Human Tissues and Cells Act, the Institute hereby simultaneously
imposed a duty on the holder of this licence to comply with the conditions under which this licence was issued.
The Institute mentioned the data which are decisive for the issuance of the said licence (the responsible persons
of the tissue facility, the places where the activities are to be performed, and the contractual activities the tissue
facility may order under Section 10 of the Human Tissues and Cells Act, as amended) — i.e., the facts which, if
not complied with, could constitute a change in the conditions under which this licence was granted for the given
types of tissues and cells and scope of activities because such facts could influence the quality and safety of the
given types of tissues and cells.

The following operative part hereof contains the extent of the licence of the tissue facility, as amended (Decision
file no. sukls78703/2011 of 13 June 2011, Decision file no. sukls§9559/2012 of 2 May 2012, and Decision file
no. sukls107250/2015 of 26 June 2015).

Advice

This Decision may be appealed with the Institute in compliance with Section 81 et seq. of the Rules of
Administrative Procedure within 15 days of the service hereof. The appeal is to be decided by the Ministry of
Health of the Czech Republic.
Stamp:
STATE INSTITUTE FOR DRUG CONTROL
Coat of arms of the Czech Republic in the middle

[Signature illegible — transl. note]
Ing. Franti$ek Chuchma, CSc.
Manager of the Inspection Department

This Decision became final and conclusive on 31 July 2017.

This counterpart of the Decision was issued on request filed by the Party to the Proceeding in compliance with
Section 69 (4) of Act No. 500/2004 Sb., the Rules of Administrative Procedure, as amended.
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In Prague on 11 February 2020

[Signature illegible — transl. note]
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TLUMOCNICKA DOLOZKA
INTERPRETER'‘S CLAUSE
KNAY3YJl1A NEPEBO4YMKA

Jako tlumoénik jazyka anglického a ruského, jmenovany dekretem Krajského
soudu v Hradci Kralové ze dne 23.09.1994, &j. Spr. 1071/94, stvrzuji, Ze tento
preklad souhlasi s textem pripojené listiny.

As a sworn interpreter of English and Russian languages, appointed by the decree
ofthe Regional Court in Hradec Kréalové on September 23, 1994, file
No. Spr. 1071/94, | hereby certify that this is a true translation of the attached
document.

Kak nepesodquk pycckoeo u aHemulickozo SI3bIKO8 HAa3HAYEHHbIU pelueHuem
O6nacm+ozo cyda s [padyu Kpamose om 23-z20 ceHmsbps 1994 200a,
Ne 1071/94, Hacmoswum  nodmeepxadaro, umo  nepesod  OOC/I08HO
coomeemcmeyem meKkcmy rnpucoeOuUHeHHoe0 QOKyMEeHMa;

Tlumocnicky Ukon je zapsan pod nasledujicim
poradovym &islem tlumocénického deniku

The interpreter’s act is recorded under the following ﬂ f7 §77,
serial number in the Interpreter’s Journal / ARRREREE

lNepesod 3apesucmpuposar Mod
cnedyrowum Ne OHesHUKa nepesodyuka

Datum

Date e ARL 020

Hama
Razitko a podpis tlumoénika

Stamp and signature of the interpreter
l'epbosas nevams u nodnuce nepesodyuka

................................................................




