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STATE INSTITUTE FOR DRUG CONTROL
Srob6rova 48,100 41 PRAGUE 10

tel.272 185 111, fax27l 732 377, e-mail:

Stellad s.r.o.
Krupskiil2
415 0l Teplice

YOUR SUBMISSION/DATED
02.02.2011

OUR REF NO.
suk|s20499i2011

SETTLED BYiLINE
MUDr, Koblihovfil949

DATE
26.04.2011

Dispatched on the postage date marked on the envelope by the postal service, on the date the data
message is sent from the data box of the State Institute For Drug Control, on the date of delivery to the
addressee in the case of personal delivery.

DECISION

As the body authorised to make a decision in accordance with Section 15, paragraph 1, letter a) of Act
No. 296/2008 Coll., on assurance of the quality and safety of human tissue and cells intended for use on
humans, and on amendments to related acts (the Act on Human Tissue and Cells), as amended
(hereinafter Act No. 29612008 Coll. as amended"), the State Institute for Drug Control, with registered
office in Prague 10, Srob6rovA 48, has decided, in compliance with the provisions of Section 19 of Act
No. 296/2008 Coll., as amended

as f ollows:
the State Institute for Drug Control (hereinafter the "lnstitute") issues to Stellart s.r.o., with registered
office at Krupskd 12,415 01 Teplice, Reg No.: 25425722,

a permit for operation of a tissue facility

for the followinq tvpes of tissue and cells and scope of activities:
Sperm. oocvtes, embryos (hereinafter "reproductive cells" 11), testicular tissue
for use between partners and for non-partner donation
in the scope of the conducted acquisition, processing, testing, release, storage and
activities distribution of reproductive cells, includinq testicular tissue _

ln compliance with Section 19, paragraph 2 of Act No. 29612008 Coll., as amended by subsequent
regulations, the Institute imposes the following duties on the holder of this permit

1. adherence to the conditions under which this permit was issued, particularly

r) The position of competent persor
of the tissue facilitv is held bv vlUDr. (MD) Daniel Schmitz RNDr. Milo5 Vater

l) The addresses of all sites of
oerformance of activities are

(rupsk6 12,415 01 Teplice

:) Activities assigned on the basis o
a contract according to Sectior
'10 of Act No. 296/2008 Coll.,
as amended

\eskulab a.s., Kladenskd 53/68, 160 00 Prague 6, Reg No.
i0470488 (laboratory testing of donors according to Decree No
+2212008 Coll., appendix No.4, item 1.1. and appendix No.5, iten
1.3.);
3ENNET, s.r.o., Kostelni 91292, 170 00 Prague 7, Reg No.
27080234 (genetic laboratory testing of donors of reproductive cells
rccording to Decree No.. 42212008 Coll., appendix No. 5, item 3.i
rnd distribution of reproductive cells including testicular tissue)
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2. immediately inform the Institute of commencement of operation of the tissue facility, whereas
information may also be sent electronically.

3. within 3 months at the latest after the tissue facility commences operation, the permit holder must
submit data about the results and assessment of the performed particle and microbial monitoring within
the environment of laminar flow cabinets and the areas used to process reproductive cells, in the form of
written reports, to the Institute.

Reasoning
On02lO2l2011 the Stellart s.r.o. Company, with registered office at Krupsk6 12,415 0'1 Teplice, Reg No.:
25425722, submitted an application for a licence for operation of a tissue facility. An administrative
proceeding was initiated on submission of this application, which was directed under file no.
sukls20499/2011. Within the terms of this administrative proceeding, the State Institute for Drug Control
(hereinafter the Institute) assessed whether the requirements stipulated in Act No. 296/2008 Coll. as
amended and its implementary regulations were met.

The Institute issued this licence for operation after verification of facts given in the application
and verification of the applicant's qualifications to fulfil the duties stipulated by Act No. 296/2008 Coll., as
amended, for the types of tissue and cells and the scope of activities as specified in the statement of this
decision.

At the same time, in compliance with Section 19, paragraph 2 of Act No. 29612008 Coll. as
amended, the Institute imposes the duty of adhering to the conditions under which permission for
operation was issued to the holder of this licence, on the basis of this decision. During which time the
institute gives data decisive for issuing a licence (the competent persons of the tissue facility, the site of
operation and contractual activities, which the tissue facility may assign according to Section 10 of Act
No. 296/2008 Coll., as amended) - i.e. requirements, which if not met, would mean deviation from the
conditions under which this licence was issued for the specific type of tissue and cells and scope of
activities, because this simultaneously concerns requirements, which could impact the quality and safety
of the given type of tissue and cells. Simultaneously and in compliance with Section 19 paragraph 2 of Act
No. 296/2008 Coll. as amended, the Institute imposes the condition of immediately informing it of
commencement of operation of the tissue facility and submission of data about the results and
assessment of the performed particle and microbial monitoring within the environment of the laminar flow
cabinets and the areas for processing reproductive cells, within 3 months after operation commences, in
the form of written reports, on the holder of the permit. This condition is imposed with regard to the fact
that the tissue facility is not yet in operation. lt must also be demonstrated that, even after processing of
reproductive cells commences, the requirements stipulated by the legal regulations for the quality of air
within the laminar flow cabinets and the adjoining environment, will continue to be met, due to potential
clinical impact as a result of the risk of contamination of reproductive cells specified in the statement of
this decision during their processing.

With regard to this fact, the Institute has decided to permit the activities as they are specified in
the statement of this decision.

lnstructions
According to the provisions of Section 81 et seq of Act No. 500/2004 Coll., Rules of Administration, as
amended, an appeal may be submitted against this decision to the Institute, within a time limit of 15
days from the date of its delivery. The Ministry of Health of the Czech Republic makes a decision
concerning the appeal.

Official stamp imprint

Ing. Franti5ek Chuchma, CSc., v.r.

Ing. Franti5ek Chuchma, CSc.
head of the inspection department

This decision came into force on 2910412011
Executed on 0410512011

Responsible for accuracy: Lenka Cibulkovi
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srArxi usrAv pRo KoNTRoLU l,ndrv
Srobdrova 48, 100 41 PRAHA 10

tel. 272 185111, fax 27I 732 377, e-rnail:

Stellart s.r.o"
Krupskd 12
415 0l Teplice

vnSe poonrullzr oruE
02.02.2011

ruRSr sp. ztt,
sukls20499/2011

wRtzulgltnxn
MUDr. Koblihov1lg49

DATUM
26.04,2011

Vypraveno dnem pteddni k po5tovni pieprav6 vyznacenlm na ob6lce provozovatelem postovni
sluZby, dnem odesldni datov6 zprAvy z datove schianky statnirro Ustavu pro kontrolu lediv, v piipadd
osobniho dorudeni dnem pied6nr adresdtovi.

ROZHODNUTi

St6tnl Istav pro kontrolu lediv se sfdlem v Praze 10, Srobiirova 48, jako org6n piisluSn! k rozhodnuti
podle S 15 odst.'l pism. a)zakonaE.2961200A Sb., o zaji5tdn latoitt a bezpeenosti lidsklch tk6ni a
bun6k urdenlch k pouZiti u clovdka a o zm6nd souviseliclch z6konrl (z6kon o lidskfch ttanicn a
buhk6ch), ve zn6ni pozd6j5ich piedpisr] (d6le jen ,,zAkona 6. 2961200'8 Sb., ve zn6ni pozdejsich
piedpis0"), rozhodl vsouladu s ustanovenim $ 19 z6kona d,. 2961200g Sb,, ve zndni pozd6j5ich
piedpis0

takto:
Sl6tni Ustav pro kontrolu lediv (ddle jen ,,Ustav',) vydrivi
Krupskd 12,415 01 Teplice, te 28428722,

povolen i din nosti tk6fi ov6ho zaiizeni

)ro typy tkani a bundk a rozsah dinnosti:

pro pouZitl mezi partnery a pro nepaftnersk6 darovdni
v rozsahu prov6d€n;ich
dinnosti

opatiovdn [, zpracovdn i, vy5etioviin i, propouSt6n i, skladsv6n i,
distribuce reprodukdnieh bun6k vdetnd testikul6rni tk6n6

Vsouladu s $ 19 odst. 2 z1kona d. 296/2008 Sb., ve zndnipozd6j5ich piedpisrlr uklddd Ustav drZiteli
tohoto povolenI dinnosti povinnost

spolednosti Stellart s.r.o., se sidlem

1. dod

2' neprodlen6 informovat Ustav o zahdjeni dinnosti tk6riov6ho zafizeni, piidemZ informaci je moZn6zaslat i elektronickv.

rzet podmlnky, za kterVch b toto i dinnosti m6na
a) Funkci odpovddn€ osoby

tkdiov6h o zafizen[ vykon6vd
MUDr. DanielSchmitz
RNDr. Milo5 Vater

b) Adresy v5ech mist provdddnl
dinnostl isou

Krupsk6 12,415 01 Teplice

c) Cinnostizaddvan6 na
z6kladb smlouvy podle g 10
zdkona d, 296/2008 Sb., ve
znEn i pozddj5ich piedpisir

AeskuLab a.s., Kladensk6 53/6
(la.boratornI vy5etiov6ni d5rc0 podle vyhl6sky d,. 422l2OOg Sb.,
piilohy d. 4, bodu 1.1. a ptilohy d. 5, bodu 3.3,);
GENNET, s.r,o,, Kosteln( 91292, 170 00 praha T, rc..27080234
(genetick6 laboratorni vySetieni d6rc0 reprodukdnich bun6k oodle
vyhld5ky 6. 42212008 Sb., piilohy 6. S, bodu 3.7 a distribuce
reprodukdnich bun6k vdetn6 testiku16rni tk6n6)
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3. nejpozd6ji do 3 m6sic0 od zahdjenidinnostitkdhoveho zaYizeni piedloZit Ustavu Udaje o vlsledcich
a hodnoceni proveden6ho c6sticoveho a mikrobidlniho monitoringu v prostiedi lamindrnich box0 a
prostorech zpracovdnI reprodukdnlch bun6k, a to formou pisemnfch zpr{v.

Od0vodn6nl
Dne 02.02.2011 spolednost Stellart s.r.o., se sidlem Krupskd 12,415 01 Teplice, le:25425722,
podala Zddost o povoleni binnosti tk6riov6ho zaiizeni. PodAnlm Zddosti bylo zahdjeno sprdvni iizeni
veden6 pod sp.zn. sukls20499/2011. V jeho rAmci Stdtni rjstav pro kontrolu le6iv (ddle jen Ustav)
posuzoval, zda jsou v uveden6m piipade splndny poZadavky stanoven6 zAkonem 6. 296/2008 Sb.,
ve zn6nI pozd6j5lch piedpisir a jeho provdd6clmi piedpisy.

Ustav vydal toto povoleni cinnosti po ovdieni skutecnosti uveden5ioh v Z6dosti a ovdieni
piedpoklad0 Zadatele plnit povinnosti stanoven6 z6konem 6, 29612008 Sb., ve zndnl pozddj5lch
piedpisir, a to pro typy tkdni a bundk a v rozsahu dinnostl, kter6 jsou uveden6 ve vlroku tohoto
rozhodnut[.

ZArovefr vsouladu s $ 19 odst. 2 zAkona d. 296/2008 Sb., ve zn6ni pozd6j6leh piedpis0,
ukl6d6 Ustav rozhodnutim drZiteli tohoto povoleni 6innosti povinnost dodrZet podminky, za kterfch
bylo toto povoleni dinnosti vyddno. Pii tom tJstav uv6di 0daje rozhodujici pro vyd6ni povolenl
(odpovSdnou osobu tk6hoveho zaiizeni, mlsta provaid6nl dinnostl a smluvni dinnosti, ktere tkdhove
zaYizeni mtle zadat podle $ 10 zdkona d. 29612008 Sb., ve zn6ni pozddj5ich piedpis0) -

tj. skutednosti, jejichZ nedodrZenl by bylo zm6nou oproti podmlnkdm, za kten/eh bylo toto povoleni
pro danf typ tkani a bun6k a rozsah cinnosti vyd6no, nebot' jde soudasn6 o skutednosti, kter6 mohou
mlt dopad na jakost a bezpednost dan6ho typu tkdni a bun6k. Ustav d6le vsouladu s $19 odst. 2
zAkona 6. 296/2008 Sb., ve zn6nl pozd6j5ich piedpisir uklddd drZiteli tohoto povoleni podmlnku
neprodlen6 jej informovat o zahdjeni dinnosti tkdhov6ho zaiizeni a nejpozddji do 3 m6slcit od zah6jeni
dinnosti tk6hov6ho zaiizeni mu piedloZit 0daje o vlsledeieh a hodnoceni proveden6ho ddsticov6ho a
mikrobi6lniho monitoringu v prostiedilamindrnleh boxtl a prostorech zpracovdnlreprodukdnlch bun6k,
a to formou pisemnSich zprAv. Tato podmlnka je uloZena s ohledem na skutednost, 2e tkdhov6
zaiizeni dosud nevykondvii dinnosti. Je tieba doloZii, 2e i po zahajeni zpracovdnl reprodukdnich
bun6k budou pln6ny poZadavky stanoven6 priivnimi piedpisy na kvalitu vzduchu v lamin6rnlch
boxeeh a v navazujicim prostiedi, a to z dfrvodu moZnlch klinickfeh dopad0 v dfisledku rizika
kontaminaee reprodukdnlch bunek uvedenfch ve vfroku tohoto rozhodnutl v pr0bEhu jejich
zoracovdn[.

Vzhledem k tomu Ustav rozhodl o povoleni dinnosti, jak je uvedeno ve vlroku tohoto
rozhodnuti,

Pou6eni

Proti tomuto rozhodnuti je moZno podat podle ustanovenl $ 81 a ndsl, zdkona d. 500/2004 Sb.,
sprdvni i6d, ve zn6ni pozddjiich piedpis0, u Ustavu odvol6ni, a to ve lhfit6 15 dn0 ode dne
jeho dorudeni. O odvoldni rozhoduje Ministerstvo zdravotnictvi e R.

/

Otisk Uiedniho razltka

Toto rozhodnuti nabylo pr6vni moci dne 29.04.2011
Vyhotoveno dne 04.05.201 1

Za Sprivnost: Lenka Cibulkov6

Ing. Franti5ek Ghuchma, CSc., v.r.

Ing. Franti5ek Chuchma, CSc.
vedoucl inspekdn iho odboru
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TLUMocNrcxA loloZxa

fako tlumotnikjazyka desk6ho a anglick6ho, jmenovanf rozhodnutim Krajsk6ho soudu v Usti nad
Labemzedne5.Lt.20t5,d.j. Spr2969/2015-22,snrrzuji,zepiekladsouhlasistextem
piipojen6 listiny v rozsahu....A,... stran(yJ,

Tlumodnickf rikon je zaps6n v tlumodnick6m de
Tlumodn6 a fhrada ndkladri jsou fdtoviiny smluvnf diistkou dle samostatn6ho vyridtovdnf.
Provedenim rikonu tlumodnik nepiebird odpovddnost za text privodni listiny.

INTERPRETER'S CLAUSE

As an interpreter ofthe Czech and English languages, appointed by a decision by the Regional
Court in Ustf nad Labem, dated 05/11 /201.5, Ref. No. Spr 2969/2615-22,t confirm that the
translation corresponds with the text of the appended document, consisting of ...L...... page(s].

of costs were charged in the contractual amount on the
basis of a separate bill,
The interpreter does not assume any liability for the text of the original document by executing
this translation.

V Teplicfch/in Teplice, dne/date: t?. 9 . 'l A4 b

Tlumodnik/interpreter: Mgr, Drahoslav Levf
U NddraZf 101.4/1
41501Teplice

Tel; +420 778 07 14 21
E-mail: info@czxp.cz
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