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VSeobecné agenda - rozhodnutie
do vlastnych ruk s fikciou dorucenia

seobecna agenda - rozhodnutie do viastnych ruk s fikciou dorucenia

Vydanie povolenia spolognosti PHOENIX

redmet
Zdravotnicke zasobovanie, a. s.

ext V prilohe posielame rozhodnutie
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Stétny vistav pre kontrolu lieliv
Kvetnd 11, 825 08 Bratislava
Slovenskd republika

Bratislava, 04.11.2021
Cislo rozhodnutia: R/668/2021
Reg. &.: D-56/2021

ROZHODNUTIE

Statny ustav pre kontrolu liegiv ako vecne pns]usny orgén §tatnej spravy na konanie
podr'a ustanovenia § 5 zikona ¢. 71/1967 Zb. o spravnom ‘konam v platnom zneni (d’alej len
,Spravny poriadok”) a § 129 ods.2 pism. e) bodu 6 zikona & 362/2011 Z. z. o likoch
a zdravotnickych pomédckach a o zmene a doplneni niektorych zékonov v platnom zneni (d’ale;
len ,,zkon*) v stilade s ustanovenim § 7 ods. 1 pism.b)bodu 3.2 § 8 ods. 3 zékona, v sprdvnom
konani o ¥iadosti Ziadate!a PHOENIX Zdravotnicke zasobovanie, a. s., Pribylinska 2/A,
831 04 Bratislava, ICO 34 142 941, v zmysle § 7 ods. 6 zikona v si€innosti s ustanovenim § 46
a nasl. Spravneho poriadku o vydanie povolenia na zaobchadzanie s liekmi vo veTkodistribucii
huménnych liekov po predloZeni potrebnych podkladov rozhodol

takto:

Ziadosti o vydanie povolenia Ziadate’'a PHOENIX Zdravotnicke zasobovanie, a. s.,
Pribylinska 2/A, 831 04 Bratislava, 1ICO 34 142 941, sa vyhovuje a Ziadatelovi sa povol'uje
zaobchadzanie s liekmi v druhu &innosti vePkodistribiicie huminnych liekov.

Statutarny orgén:
Toma$ Slechan,

Lubica Kocianova,
Michal Zelenka,
Ing. Rébert Nem¢icky

Odborny zistupca za vePkodistribiiciu s miestom vykonu &innosti Pribylinskd 2/A,
831 04 Bratislava je: ,
PharmDr. Daniela Jenisovow

Odborny zéstupca za vePkodistribiiciu s miestom vykonu &innosti DialniCné cesta 4431,

Hala DC6, 903 01 Senec je: *
PharmDr. Barbora Mala,

Odborny zastupca za velkodistribiiciu s miestom vykonu ¢innosti Lipova 15,

946 51 Nesvady je:
Mgr. Zuzana Stepnikova,

Odborny zdstupca za vePkodistribaciu s miestom vykonu &innosti Stefana Moyzesa 37,
960 01 Zvolen je:



Mgr. Simona Michalikov4,

Odborny zdstupca za vePkodistribiiciu s miestom vykonu &innosti PreSovskd cesta 4,

040 01 Kofice je:
Mgr. Daniela Valova,

Miesta vykonu &innosti:

Pribylinska 2/A, 831 04 Bratislava

Dialni¢na cesta 4431, Hala DC6, 903 01 Senec
Lipova 15, 946 51 Nesvady

Stefana Moyzesa 37, 960 01 Zvolen

Presovska cesta 4, 040 01 Kosice.

1
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Platnost’:
Deii zadatia &innosti je def nasledujici po dni nadobudnutia pravoplatnosti tohto rozhodnutia.

Stdasne sa rudi rozhodnutie Stitneho ustavu pre kontrolu liediv & R/394/2020 zo diia
16.12.2020, pravoplatné dita 17.01.2021, Reg. & D-56/2020/2, ktorym bolo povolené
spolotnosti PHOENIX Zdravotnicke zasobovanie, a. s., Pribylinskd 2/A, 831 04 Bratislava,
ICO 34 142 941, zaobchédzat' s liekmi vo velkodistribticii huméannych liekov.

Oddvodnenie:
Po preskimani Ziadosti PHOENIX Zdravotnicke zisobovanie, a. s., Pribylinska 2/A,

831 04 Bratislava, ICO 34 142 941 o vydanie povolenia na zaobchidzanie s liekmi vo
velkodistribticii huménnych liekov z dévodu zmeny os6b odbomych zéstupcov, evidovanej
SUKL pod &.: 7337/2021/621, zo dita 26.10.2021, sprévny orgén konstatuje, Ze Ziadatel’ splnil
zékonom stanovené podmienky na vydanie povolenia podl'a ustanoveni §§ 3,4, 5,6 a 8 ods. 3
zakona.

Na zéklade uvedenych skutoénosti rozhodol spravny orgén tak, ako je uvedené vo vyrokovej
¢asti rozhodnutia.

Podmienky a povinnosti dr¥itel'a povolenia na velkodistribiciu huménnych liekov si uvedené
v ustanoveniach §§ 17, 18 a 74a zakona.

Poucenie:
Proti tomuto rozhodnutiu moZno podat odvolanie podl'a § 53 a nasl. Spravneho poriadku. Podl'a

§ 54 Spravneho poriadku sa odvolanie poddva na sprivnom orgine, ktory napadnuté
rozhodnutie vydal. Odvolanie treba podat’ v lehote 15 dni odo diia ozndmenia tohto rozhodnutia

na Statny Gstav pre kontrolu liegiv.

Toto rozhodnutie je po nadobudnuti préavoplatnosti v dosledku vyuZitia riadneho opravneho
prostriedku preskumatelné sidom v zmysle zakona &. 162/2015 Z.'z. Spravny siidny poriadok.

PharmDr. Zuzana Bat’ovi, PhD.
riaditel’ka
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General Agenda - Decision to the addressee only with fiction of d

Subject Issuance of a licence in respect of the company
| PHOENIX Zdravotnicke zasobovanie, a. s.

Text We are sending Decision attached

1




State Institute for Drug Control
Kvetnd 11, 825 08 Bratislava
Slovak Republic

Bratislava, 4 November 2021
Decision number: R/668/2021
Reg. No.: D-56/2021

DECISION

The State Institute for Drug Control, as the competent public administration authority having
subject-matter jurisdiction to act under sec. 5 of Act No. 71/1967 Coll. on Administrative Proceedings,
as amended (hereinafter referred to as the “Administrative Procedure Code™) and sec. 129(2)(e) point
6 of Act No. 362/2011 Coll. on Medicinal Products and Medical Devices and on Amendments and
Supplements to Certain Laws, as amended (hereinafter referred to as the “Act”), in accordance with
the provision of sec. 7(1)(b) point 3 and sec. 8(3) of the Act, within the administrative proceedings
concerning an application filed by the applicant, PHOENIX Zdravotnicke zdsobovanie, a. s.,
Pribylinska 2/A, 831 04 Bratislava, Company Ident. No. (CIN): 34 142 941, pursuant to sec. 7(6) of the
Act, in conjunction with the provision of sec. 46 et seq. of the Administrative Procedure Code, for the
issuance of a licence to handle medicines in wholesale distribution of human medicines, after the
required documents having been submitted, decided

as follows:

The application for a licence to be issued with respect to the applicant, PHOENIX
Zdravotnicke zasobovanie, a. s., Pribylinska 2/A, 831 04 Bratislava, CIN: 34 142 941, is approved,
and the applicant is allowed handling medicines in the type of activity: wholesale distribution of
human medicines.

Governing body:
Tomas Slechan,

Dubica Kocianova,
Michal Zelenka,
Ing. Robert Nemcicky

The specialist representative for wholesale distribution at the place of activity performance
Pribylinsk4 2/A, 831 04 Bratislava is:
PharmDr. Daniela Jenisova,

The specialist representative for wholesale distribution at the place of activity performance
Dialni¢na cesta 4431, Hala DC6, 903 01 Senec is:
PharmDr. Barbora Mala,

The specialist representative for wholesale distribution at the place of activity performance
Lipova 15, 946 51 Nesvady is:
Mgr. Zuzana Stepnikova,

'Vl‘he specialist representative for wholesale distribution at the place of activity performance
Stefana Moyzesa 37, 960 01 Zvolen is:
Mgr. Simona Michalikova,



The specialist representative for wholesale distribution at the place of activity performance
Predovska cesta 4, 040 01 KoSice is:
Mgr. Daniela Valova,

Places of activity performance:

Pribylinska 2/A, 831 04 Bratislava

Dialni¢na cesta 4431, Hala DC6, 903 01 Senec
Lipova 15, 946 51 Nesvady

Stefana Moyzesa 37, 960 01 Zvolen

Presovska cesta 4, 040 01 KoSice

Validity:

The activity commencement day is the day following the day on which this Decision comes into force.
At the same time, the State Institute for Drug Control Decision No. R/394/2020 of 16 December 2020,
which came into force on 17 January 2021, Reg. No. D-56/2020/2, whereby the company PHOENIX
Zdravotnicke zasobovanie, a. s., Pribylinskd 2/A, 831 04 Bratislava, CIN: 34 142 941, was allowed
handling medicines in wholesale distribution of human medicines, is revoked.

Justification:

Upon reviewing the application of 26 October 2021 filed by the applicant, PHOENIX Zdravotnicke
zésobovanie, a. s., Pribylinska 2/A, 831 04 Bratislava, CIN: 34 142 941, registered by the State
Institute for Drug Control under no. 7337/2021/621, for the issuance of a licence to handle medicines
in wholesale distribution of human medicines due to a change in the persons of specialist
representatives, the administrative authority states that the applicant has fulfilled the statutory
conditions for a licence to be issued under the provisions of sec. 3, 4, 5, 6, and 8(3) of the Act.

Based on the facts mentioned above, the administrative authority has decided as given in the operative
part hereof.

The conditions and duties applying to the holder of a licence for wholesale distribution of human
medicines are laid down in the provisions of sec. 17, 18, and 74a of the Act.

Advice:

It is possible to lodge an appeal against this Decision under sec. 53 et seq. of the Administrative
Procedure Code. Under sec. 54 of the Administrative Procedure Code, appeals are to be lodged with
the administrative authority issuing the contested decision. An appeal must be lodged with the State
Institute for Drug Control within 15 days following the date on which this Decision is notified.

Upon becoming final as a result of exercising an ordinary remedial measure, this Decision is
reviewable by the court pursuant to Act No. 162/2015 Coll. the Code of Administrative Court
Procedure.

PharmDr. Zuzana Bat’ova, PhD.
Director
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Prekladatel’ska doloZka

Preklad som vypracoval ako prekladatel’ zapisany v zozname znalcov, timocnikov a prekladatelov,
ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky a anglicky jazyk,
eviden&né &islo prekladatela 971144.

Preklad je v denniku zapisany pod ¢islom 721'6/2‘724 e
Preklad sthlasi s prekladanou listinou.

Som si vedomy nasledkov vedome nepravdivého prekladu.

Translator‘s clause

I have produced the above translation as a translator listed in the Register of Experts, Interpreters and
Translators maintained by the Ministry of Justice of the Slovak Republic in the field Slovak Language
- English Language, translator‘s registration number 971144.

The translation is registered in the Translator‘s Diary under number WJef2029.
The translation agrees with the translated document.

I am aware of the consequences of knowingly false translation.
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