MINISTERSTVO ZDRAVOTNICTVA
SLOVENSKEJ REPUBLIKY

Toto rozhodnutie nadobudlo
pravoplatnost Fo
WA W <SR

v Bratislave ,”S 1 0y
PodDiS..eeeieereereeren. /g/ .,.!}..-,."..3 A8 i

Bratisiava, 6. decembra 2011
- Cislo: S12665-0OP-2011

Rozhodnu tie

Ministerstvo zdravotnictva Slovenskej republiky (dalej len , ministerstvo®), ako
prislusny sprdvny orgdn podla § 11 ods. 1 pism. d), e) v spojeni s § 17 zdkona & 578/2004 Z.
z. 0 poskytovateloch zdravotnej starostlivosti, zdravotnickych pracovnikoch, stavovskych
organizdcidch v zdravotnictve a o zmene a doplneni niektorych zdkonov v zneni neskorsich
predpisov (dalej len ,,zdkon o poskytovateloch”) avzmysle § 46 zdkona ¢ 71/1967 Zb.
o spravnom konani v zneni neskorsich predpisov po zisteni skutkového a prdvneho stavu
rozhodlo + -

takto:

Ziadosti obcianskeho zdruzenia: Slovensky register placentdrnych krvotvornych
buniek, so sidlom Diibravskd cesta 9, 841 04 Bratislava, ICO: 31 771 1 65, zastupeného
Statutarnym zastupcom: MUDr. Zohdy Hamid, bytom KoSicka 10, 821 09 Bratislava (dalej
len ,Ziadatel') o zmenu povolenia na prevddzkovanie zdravotnickeho zariadenia sa
podla § 17 v spojeni s § 11 ods. 1 pism. d), e) zdkona o poskytovateloch vy h ovuje a
povoluje saprevdadzkovat:

zdravotnicke zariadenie ambulantnej zdravotnej starostlivosti
a) biobanka
v rozsahu cinnosti:

odoberanie, spracovanie, konzervovanie, skladovanie, prenos orgdnov, tkaniv a buniek na
diagnostické a vyskumné ucely.

v rozsahu odborného zamerania:
kmeriové krvotvorné bunky,
mezenchymové kmeriové bunky.

b) tkanivové zariadenie

v rozsahu cinnosti:
odoberanie, spracovanie, konzervovanie, skladovanie, prenos.

v rozsahu odborného zamerania:
kmeriové krvotvorné bunky,
mezenchymové kmeriové bunky.




Miestom prevddzkovania si:

Dubravska cesta 9, 841 04 Bratislava,
Kremnicka 2, 975 05 Banskd Bystrica — sklad biologickych kontajnerov.

Odbornymi zdstupcami su:

Doc. MUDr. Mikuld$ Hrubisko, CSc., nar. 04. 09. 1956, obcan Slovenskej republiky, bytom
Palkovicova 18, 821 08 Bratislava, v povolani lekdr v odbore hematoldgia a transfuziolégia.
MUDr. Martin Hrubisko, PhD., nar. 15. 12. 1958, obéan Slovenskej republiky, bytom
Palkovicova 18, 821 08 Bratislava, v povolani lekdir v odbore klinickd imunoldgia
a alergoldgia.

ZiadatePovi sa sucasne rusi povolenie na prevddzkovanie zdravotnickeho zariadenia,
ktoré bolo vydané ministerstvom pod ¢& 16628-2/2008- OP zo dria 17. jula 2008, ktoré
nadobudlo pravoplatnost dia 10. septembra 2008.

Odéovodnenie:

Ziadatel listom zo diia 25. 10. 2011, ktory dorucil ministerstvu dna 26. 10. 2011 sa
domdhal ~zmeny povolenia na prevadzkovanie zdravotnickeho zariadenia vydané
ministerstvom pod ¢. 16628-2/2008- OP zo dria 17. jiila 2008, kioré nadobudlo prdvoplatnost
diia 10. septembra 2008, ato ¢o do odborného zamerania. Predmetom jeho Ziadosti bola
zmena odborného zamerania tkanivového zariadenia a biobanky o: mezenchymové kmeriové
bunky. K Ziadosti dolozil Ziadatel pravoplatné rozhodnutie Regiondineho iuradu verejného
zdravotnictva Bratislava, hlavné mesto so sidlom v Bratislave ¢. HZZ/16019/2011 zo dna 14.
10. 2011, ktoré nadobudlo pravoplatost dna 18. 10. 2011, Cestné vyhldsenie zo diia 25. 10.
2011 otom, Ze sa nezmenili ostatné udaje, na zdklade kiorych bolo vydané povolenie
ministerstva & 16628-2/2008- OP zo dria 17. jula 2008, vypis z registra obcianskych zdruZeni.

Podla § 17 zdkona o poskytovateloch zmena miesta prevddzkovania zdravotnickeho
zariadenia, jeho odborného zamerania a zmena odborného zdstupcu vyZaduje vydanie nového
povolenia, ktorym orgdn prislusny na vydanie povolenia sicasne zrusi pévodné povolenie.
V Ziadosti o vydanie povolenia Ziadatel’ uvedie poZadovani zmenu, dolozi doklady, ktoré sa
na i vztahujii a Cestné vyhldsenie, Ze sa nezmenili ostatné idaje, na ktorych zdklade sa
vydalo pévodné povolenie.

Ministerstvo z dokladov predloZenych Ziadatelom mal preukdzané splnenie podmienky
pozadovanej v § 17 ods. 2 zdkona o poskytovateloch, ako aj v § 13 ods. 5 pism. d). zdkona
o poskytovateloch, ked prislusny orgdn verejného zdravornictva sihlasil s uvedenim
priestorov do prevadzky.

Paragraf 11 ods. 1 pism. d) ae) zdkona o poskytovateloch zmociiuje ministerstvo na
vydanie povolenia pre biobanku a tkanivové zariadenia, pricom bliZSie neurcuje, Ci ide
o tdstavnii alebo ambulantnii zdravotnii starostlivost. Z § 7 ods. 2 vyhldsky ministerstva
& 770/2004 Z. z., ktorou sa ustanovujii uréujiice znaky jednotlivych druhov zdravotnickych
zariadeni vyplyva, Ze v danom pripade ide o ambulantnii zdravotni starostlivost, pretoZe
biobanka je definovand ako zariadenie spolocnych vySetrovacich a liecebnych zlozZiek, a tak aj



" ministerstvo Ziadosti Ziadatela vyhovelo. Biobanka podla citovaného ustanovenia dlhodobo
" dlebo krdtkodobo uchovdva vzorky biologického materidlu, tkaniv alebo buniek ziskanych od
fivjch osob alebo mrtvych os6b na diagnostické alebo vyskumné ucely, vykondva ich
spracovanie, konzervdciu, skladovanie a distribiiciu a vedie o nich databdzu. Ulohou
thanivového zariadenia je podla § 7 ods. 3 citovanej vyhldsky dlhodobo alebo kratkodobo
uchovdvat preparované zbierky biologickych vzoriek, ludskych tkanitv alebo buniek ziskanych
od Zivych alebo mitvych o0sob na ucely transplantdcie alebo liecby, vykondva ich odbery,
testovanie, spracovanie, konzervdciu, balenie, skladovanie, distribiiciu a vedie ich databdzu.

7 administrativaeho spisu Ziadatela vyplyva, Ze listom zo diia 5. 6. 2008, dorucenym
diia 10. 6. 2008 poziadal ministerstvo o vydanie povolenia na prevddzkovanie zdravotnickeho
zariadenia ambulantnej zdravotnej starostlivosti, ato: biobanky a tkanivového zariadenia
v odbornom zamerani na kmeriové krvotvorné bunky, pricom ako miesta prevddzkovania
uviedol Dibravskd cesta 9, Bratislava a Kremnicka 2, Banska Bystrica, ktoré ma slizit' ako
sklad biologickych kontajnerov. Spravny orgdn preskiimal Ziadost Ziadatela a nim predloZené
doklady. Z predlozenych licencii, vydanych Slovenskou lekdrskou komorou pod ¢.
L1C/BA/1537/06 diia 31. 5. 2006 a ¢ LI1C/BA/1536/06 zo diia 31. 5. 2006 vyplyva, Ze
Siadatel ma uréenych odbornych zdstupcov s licenciou na vykon cinnosti odborného zdstupcu
a podla priloZenych pracovnych zmliv je zrejmé, Ze je splnend aj poziadavka ustanovend v §
12 ods. 9 zdkona o poskytovateloch, t. j. Ze odborni zdstupcovia si v pracovnom pomere so
Siadatelom. Z ndjomnych zmliiv konajiici spravny orgdn zistil, Ze Ziadatel’ bude tento druh
zdravotnej starostlivosti poskytovat' na zdklade vydaného povolenia v priestoroch, ktoré md v
prendjme, ¢im  splnil podmienku dani § 12 ods. 3 pism. b) zdkona o poskytovateloch.
Ziadost o vydanie povolenia obsahovala ndleZitosti pozadované § 13 ods. 4 zdkona
o poskytovateloch a boli k nej priloZené doklady podla § 13 ods. 5 zdkona o poskytovateloch,
ako aj suhlasné stanovisko Regiondlneho iradu verejného zdravotnictva so sidlom
v Bratislave vydané pod ¢. RUVZ/51-7597/2008 diia 29. 5. 2008 a stanovisko Regiondlneho
viradu verejného zdravotnictva so sidlom v Banskej Bystrici vydané pod ¢& A/2007/01485 dia
20. 4. 2007 na uvedenie priestorov do prevddzky, Cestné vyhldsenie pravnickej osoby, Ze
v priebehu dvoch rokov pred podanim Siadosti nemala zruSené povolenie z dovodov
ustanovenych v § 19 ods. 1 pism. c),d) alebo e) zdkona o poskytovateloch, a Ze v Ziadosti
uvedené skutocnosti a predloZené listiny si pravdivé. Z dokladov predloZenych Ziadatelom
mal konajiici spravny orgdn preukdzanii oprdvnenost’ jeho ndroku na vydanie povolenia na
poskytovanie zdravotnej starostlivosti, a prelo Fiadosti vyhovel avydal mu povolenie na
prevddzkovanie zdravotnickeho zariadenia pod cislom 16628-2/200/8-OP diia 17. juna 2008,
ktoré nadobudlo pravoplatnost’ diia 10. septembra 2008.

Ziadatel' preukdzatelne splnil podmienky pre zmenu povolenia na poskytovanie
zdravotnej starostlivosti & 16628-2/200/8-OP zo diia 17. jiina 2008, a preto konajiici spravny
orgdn jeho Ziadosti vyhovel tak, ako je to uvedené vo vyroku tohto rozhodnutia. Zdroven
s poukazom na ustanovenie § 17 ods. 1 zdkona o poskytovateloch orgdn zrusil pévodné
povolenie na poskytovanie zdravotnej starostlivosti.

Poucenie:

Proti tomuto rozhodnutiu je mozné podat podla § 61 ods. 1 spravneho poriadku'
v zneni neskorsich predpisov rozklad v lehote do 15 dni od jeho dorucenia, ato na
Ministerstvo zdravotnictva Slovenskej republiky, Limbovd 2, 837 52 Bratislava.



Toto rozhodnutie v zmysle § 47 ods. 4 spravneho poriadku nie je preskiumatelné
stidom, pokial nebol vycerpany riadny opravny prostriedok.

o

i/ Ivan Ukl:arlk
minister
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Translation from the Slovak Language

MINISTRY OF HEALTH
OF THE SLOVAK REPUBLIC

This Decision has become final
on 5.1.2012

In Bratislava, dated 5.1.2012
By: [signed] illegible

Stamp: Ministry of Health of the Slovak
Republic

Bratislava, 6 December 2011
Ref. No.: S126659-0OP-2011

DECISION

Ministry of Health of the Slovak Republic (the "Ministry"), as competent authority under
Section 11(1)(d), (e), in conjunction with Section 17 of Act No. 578/2004 Coll. laying down
details of health care providers, health professionals, professional organizations in health care
system and amending certain laws, as amended (the "Health Care Providers Act"), and under
Act No. 46 of Act No. 71/1967 Coll. laying down details of administrative proceedings, as
amended, upon having ascertained the factual and legal state of things, has rendered

the following decision:

Application of the civic association: Slovensky register placentirnych krvotvornych
buniek (Slovak Placental Stem Cell Register), having its registered office at Dubravska cesta
9, 841 04 Bratislava, Corporate ID (JCO): 31 771 165, represented by its executive: MUDr.
Zohdy Hamid, residing at Kos$icka 10, 821 09 Bratislava (the "Applicant") for change in
licence for operation of health care facility is hereby admitted according to Section 17, in
conjunction with Section 11(1)(d) and (e) of the Health Care Providers Act, and the operation
of the following facility it is hereby approved:

outpatient health care facility
a) bio bank

in the following scope of activities:

collection, processing, preservation, storage, transfer of organs, tissues and cells for
diagnostic and research purposes.

in the following specialized area:

hematopoietic stem cells
mesenchymal stem cells.

b) tissue processing facility

in the following scope of activities:

collection, process!ng, preservation, storage, tm;isfer.

in the following specialized area:

hematopoietic stem cells
mesenchymal stem cells.



Translation from the Slovak Language

The place of operation shall be:

Dubravska cesta 9, 841 04 Bratislava,
Kremnicka 2, 975 05 Banskd Bystrica — biological containers storage Sacility

Specialist representatives shall be:

Doc. MUDr. Mikulds Hrubisko, CSe., Date of Birth: 04.09.1956, national of the Slovak
Republic, residing at Palkovicova 18, 821 08 Bratislava, carrying out he profession of
Pphysician in the specialized area of haematology and transfusion medicine.

MUDr. Martin Hrubisko, PhD, Date of Birth: 15.12.1958, national of the Slovak Republic,
residing at Palkovicova 18, 821 08 Bratislava, carrying out he profession of a physician in the
specialized area of clinical immunology and allergology.

At the same time, the licence for operation of health care facility granted to the Applicant by
the Ministry under Ref No. 16628-2/2008- OP of 17 July 2008 and which has become
effective on 10 September 2008 is hereby annulled.

Explanation:

In its letter of 25 October 2011, which was delivered to the Ministry on 26 October 2011, the
Applicant requested a change in the scope of specialized area in its licence for operation of
health care facility granted by the Ministry under Ref. No. 16628-2/2008- OP of 17 J uly 2008,
which has become effective on 10 September 2008. The subject matter of its application was
the extension of the scope of specialized area of the tissue facility and bio bank by:
mesenchymal stem cells. The Applicant attached to its application final decision of the
Regional Public Health Authority in the Capital City Bratislava, with its registered office in
Bratislava, Ref. No. HZZ/16019/2011 of 14 October 2011 which has become final on 18
October 2011, the affidavit dated 25 October 2011 confirming that no changes have occurred
in relevant data in reliance on which the Ministry has granted licence No. 16628-2/2008 — OP
of 17 July 200/, and extract from the register of civic associations.

According to Section 17 of the Health Providers Act, change in the place of operation of a
W health facility, scope of its specialization and change in the person of its specialist

representative requires the issue of a new licence, whereby the authority competent to issue
the licence annuls the original licence. In the application for licence, the Applicant shall state
the required change, and shall furnish documents relevant to the change together with an
affidavit on no changes in other data/information data in reliance on which the original
licence has been granted.

Relying on the documents furnished by the Applicant, the Ministry has satisfied itself that the
condition laid down in Section 17(2) of the Health Providers Act and in Section 13(5)(d) of
the Health Providers Act have been met, as the competent public health authoirty has
approved putting of the premises in operation.

Section 11(1)(d) and (e) of the Health Providers Act vests in the Ministry the authority to
grant licence for operation of a bio bank and tissue facilities without, however, specifying in
more detail whether either in-patient or out-patient-type care is concerned. It follows from
Section 7(2) of Decree of the Ministry of Health of the Slovak Republic No. 770/2004 Coll
laying down the determining characteristics of individual types of health care facilities, that
an out-patient health care is concerned in this particular case, as bio bark is defined as facility
- comprised of both diagnostic and treatment units, and the Ministry has admitted the



Translation from the Slovak Language

Applicant's application accordingly. According to the cited legal provision, a bio bank carries
out short-term or long-term storage of biological material samples, tissue or cells collected
from living or dead humans for diagnostic or research purposes, performs their processing,
preservation, storage and distribution and keeps a database thereof. According to Section 7(3)
of the above Decree, a tissue facility performs either long-term or short-term storage of
prepared collections of biological samples, human tissues or cells collected from living or
dead humans for transplantation or treatment purposes, performs their collection, testing,
processing, preservation, packaging, storage, distribution and maintains a database thereof.

According to the Applicant's administrative file, the Applicant applied, through its letter of 5
June 2008 and delivered on 10 June 2008, to the Ministry for licence for operation of an out-
patient-type health care facility, namely: bio bank and tissue facility specializing in
hematopoietic stem cells, citing Dubravska cesta 9, Bratislava and Kremnicka 2, Banska
Bystrica as sites of operation of the facility to serve as storage £acility for biological materials.
The administrative authoerity has reviewed the Applicant's applications and background
documentation furnished by the Applicant. It follows from the furnished licences issued by
the Slovak Medical Chamber under Ref. No. LIC/BA/ 1537/06 of 31 May 2006 and
L1C/BA/1536/06 of 31 May 2006 that the Applicant has designated specialist representatives
holding a licence for activities of specialist representative, and it 15 clear from the attached
employment contracts that the requirement laid down in Section 12(9) of the Health Care
Providers Act, namely that specialist representatives hold employment contracts with the
Applicant, has been satisfied. Having reviewed the lease agreements, the acting administrative
authority has ascertained that Applicant will carry out this type of heaith care under a licence /
approval in leased premises, thus satisfying the condition laid down in Section 12(3)(b) of the
Health Care Providers Act. The application for licence featured the requirements laid down in
Section 13(4) of the Health Care Providers Act, and was accompanied with the documents
required under Section 13(5) of the Health Care Providers Act, as well as affirmative position
rendered by the Regional Public Health Authority in Bratislava issued under Ref. No.
RUVZ/51-7597/2009 on 29 May 2008, and affirmative position given by the Regional Public
Health Authority in Banska Bystrica under Ref. No. A/2007/01485 dated 20 April 2007,
approving putting of the premises in operation, affidavit of legal person to the effect that none
of its licences has been revoked during the last two years for reasons cited in Section 19(1)(c),
(d) or (e) of the Health Care Providers Act, and that the facts specified in the application and
the furnished documents are true. Having reviewed the furnished documents, the acting
administrative authority was satisfied that the application for granting health care licence was
justified and, consequently, admitted the application and granted to the Applicant a licence for
operation of a health care facility under Ref. No. 16628-2/200/8-OP on 17 June 2008, which
has become final on 10 September 2008.

The Applicant has provably fulfilled the conditions of change in licence for provision of
health care No. 16628-2/200/8-OP of 17 June 2008, and the acting administrative authority
therefore admitted the Applicant's application as stated in operative part of this Decision.
Referring to Section 17(1) if the Health Care Providers Act, the acting administrative
authority annulled the ori ginal licence for provision of health care.

Advice:

According to Section 61(1) of the Rules of Administrative Procedure, as amended, this
Decision can be appealed within 15 days of its delivery, the appeal to be filed with the
Ministry of Health of the Slovak Republic, Limbova 2, 837 52 Bratislava.



Translation from the Slovak Language

According to Section 47(4) of the Rules of Administrative Procedure, this Decision is not
reviewable by court, unless regular remedies have been exhausted.

signed [illegible]

for Ivan Uhliarik
Minister

Stamp: Ministry of Health of the Slovak Republic

To be delivered to:

Slovensky register placentarnych krvotvornych buniek (Slovak Placental Stem Cell
Register),

Dubravska cesta 9,

841 04 Bratislava

Ce;

Bratislava Tax Authority

Statistical Bureau of the Slovak Republic

Health Care Surveillance Authority

City of Bratislava, Banska Bystrica

health insurers

Slovak Medical Chamber

National Centre of Health Information

Bratislava and Banské Bystrica Self-Governing Regions
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