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STATNY USTAV PRE KONTROLU LIECIV

Referat pre drogové prekurzory a povolenia
Kvetné 1024/11, 82508 Bratislava

Cislo spisu Bratislava
7983/2023/621 18.12. 2023

ROZHODNUTIE

Vydanie povolenia spolo¢nosti PHOENIX Zdravotnicke zasobovanie, a. s.

PharmDr,, Bc. Kornélia Radova
$pecialista pre drogové prekurzory a povolenia

Informativia poznamka - tento dokument bol vytvoreny elektronicky organom verejnej moci

IC0: 00165221

Doruluje sa
PHOENIX Zdravotnicke zédsobovanie, a.s., Pribylinska 2A, 83104 Bratislava, Slovenska republika
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Statny istav pre kontrolu lie¢iv
Kvetnd 11, 825 08 Bratislava
Slovenskd republika

I?ratislava, 20.12.2023
Cislo rozhodnutia: 2023/31069
Reg. &.: D-56/2023

ROZHODNUTIE

Statny Gstav pre kontrolu lie¢iv ako vecne prislusny organ §tatnej spravy na konanie
podPa ustanovenia § 5 zakona & 71/1967 Zb. o spravnom konani v platnom zneni (dalej len
,Spravny poriadok”) a § 129 ods.2 pism. e) bodu 6 zdkona C. 362/2011 Z. z. o liekoch
a zdravotnickych pomdckach a o zmene a doplneni niektorych zdkonov v platnom zneni (d'alej
len ,zakon*) v stilade s ustanovenim § 7 ods. 1 pism.b)bodu3.a §8 ods. 3 zékona, v sprévnom
konani o iadosti Ziadatela PHOENIX Zdravotnicke zasobovanie, a. S., Pribylinskd 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 velkodistriblcii
humannych liekov po predloZeni potrebnych podkladov rozhodol

takto:
Ziadosti o vydanie povolenia siadatel'a PHOENIX Zdravotnicke zisobovanie, a. s.,
Pribylinska 2/A, 831 04 Bratislava, ICO 34 142 941, sa vyhovuje a ziadatelovi sa povoluje

zaobchadzanie s liekmi v druhu &innosti velkodistribiicie hamannych liekov.

Statutarny organ:
Mgr. Toma§ Slechan, narodeny

Lubica Kocianova, narodena
Ing. Michal Zelenka, narodeny
Ing, Zuzana Béto, narodena

Odborny zastupca za velkodistribticiu s miestom vykonu &innosti Pribylinska 2/A,
831 04 Bratislava je:

PharmDr. Ivona Fajnorové, narodena _ bytom _

Grob.

Odborny zastupca za velkodistribticiu s miestom vykonu &innosti Dialni¢na cesta 4431,
Hala DC6, 903 01 Senec je:

PharmDr, Barbora Mal4, narodena - bytom_

Odborny zastupca za vePkodistribiiciu s miestom vykonu &innosti Lipova 13 a 15,
946 51 Nesvady je:

Mgr. Zuzana Stepnikové, narodena - bytom _

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




Mgr. Simona Michalikova, narodend I. bytom 1
Odborny zistupca za vePkodistribiiciu s miestom vykenu &innosti PreSovska cesta 4,
040 01 Kosice je:

Mgr. Daniela Valova, narodend

Miesta vykonu ¢innosti:

Pribylinskd 2/A, 831 04 Bratislava

Dialniéna cesta 4431, Hala DC6, 903 01 Senec
Lipova 13 a 15, 946 51 Nesvady

Stefana Moyzesa 37, 960 01 Zvolen

PreSovska cesta 4, 040 01 Kofdice.

Platnost™
Defi zatatia &innosti je defi nasledujuci po dni nadobudnutia pravoplatnosti tohto rozhodnutia.

Sttasne sa rudi rozhodnutie Statncho ustavu pre kontrolu lie¢iv & R/668/2021 zo dia
04.11.2021, pravoplatné dita 22.11.2021, Reg. &. D-56/2021, ktorym bolo povolené spolo¢nosti
PHOENIX Zdravotnicke zasobovanie, a. s., Pribylinska 2/A, 831 04 Bratislava, 1ICO 34 142
941, zaobchadzat s liekmi vo velkodistribucii huménnych liekov.

Odévodnenie:

Po preskimani Zadosti PHOENIX Zdravotnicke zasobovanie, a. s., Pribylinskd 2/A,
831 04 Bratislava, ICO 34 142 941 o vydanie povolenia na zaobchddzanie s lickmi vo
velkodistribucii humannych lickov z ddvodu zmeny osoby odborného zistupcu s miestom
vykonu &innosti Pribylinska 2/A, 831 04 Bratislava, evidovanej SUKL pod &.: 7983/2023/621,
zo dita 29.11.2023, spravny organ konstatuje, Ze Ziadatel splnil zakonom stanovené podmienky
na vydanie povolenia podl’a ustanoveni §§ 3, 4, S, 6 a 8 ods. 3 zékona.

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

Podmienky a povinnosti drZitel'a povolenia na velkodistribciu huméannych liekov st uvedené
v ustanoveniach §§ 17, 18 a 74a zakona,

Poudenie:

Proti tomuto rozhodnutiu moZno podat odvolanie podl'a § 53 a nasl. Spravneho poriadku. Podl'a
§ 54 Sprévnehd poriadku sa odvolanie podiva na sprivnom orgéne, ktory napadnute
rozhodnutie vydal. Odvolanie treba podat’ v lehote 15 dni odo dita oznimenia tohto rozhodnutia
na Statny ustav pre kontrolu lietiv.

Toto rozhodnutie je po nadobudnuti pravoplatnosti v dosledku vyuZitia riadneho opravného
prostriedku preskimatel'né siidom v zmysle zdkona €. 162/2015 Z. z. Spravny sudny poriadok.

PharmDr. Peter Poti¢ek, PhD., MSc.
riaditel’
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Translation

STATE INSTITUTE FOR DRUG CONTROL

Drug Precursors and Authorizations Unit
Kvetna 1024/11, 82508 Bratislava

Bratislava

File number
18 December 2023

7983/2023/621

National emblem of the Slovak Republic

DECISION

Issuance of an authorization for the company PHOENIX Zdravotnicke zasobovanie, a.s.

PharmDr., Be. Kornélia Radova
Drug Precursors and Authorizations Specialist

Informative note - this document has been produced electronically by a public authority

Id. No.: 00165221

To be delivered to
PHOENIX Zdravotnicke zdsobovanie, a.s., Pribylinska 2/A, 83104 Bratislava, Slovak Republic
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Statement of Entry into Force and Enforceability
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_ statement of entry into force and enforceability #

Decision number: 2023/31069

Date of issue of the decision: 20/12/2023

Date of creation of the statement: 05/01/2024

Created by: PharmDr., Bc. Kornélia Radova
|'Decisi0n issued by )

Id. No.: 00165221

Name: State Institute for Drug Control

Wetails of the entry into force

Date of entry into force: 05/01/2024

Legal validity marked for:
- the decision in full
- part of the decision

I

[ Legally valid part

The text for the definition of legal validity of the operative
parts:

rDetails of the enforcez;bility of the decision

Date of enforceability: 06/01/2024




Enforceability marked for:
- the decision in full
- part of the decision
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Enforceable part

The text for the definition of enforceability of the operative
parts:



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

Bratislava, 20 December 2023
Decision number: 2023/31069
Reg. No.: D-56/2023

DECISION

The State Institute for Drug Control, as the substantively competent authority of the state
administration for the proceedings according to Section 5 of Act No. 71/1967 Coll. on Administrative
Procedure, as amended (hereinafter referred to as the “Administrative Procedure Code™), and Section
129(2)(e)(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 Section 7(1)(b)(3) and Section 8(3) of the Act, in the administrative proceedings on
the application filed by the applicant: PHOENIX Zdravotnicke z4sobovanie, a.s., Pribylinskéa 2/A, 831
04 Bratislava, Id. No.: 34 142 941, within the meaning of Section 7(6) of the Act, in conjunction with
the provisions of Section 46 et seq. of the Administrative Procedure Code for the issuance of an
authorization for the handling of medicinal products in the wholesale distribution of medicinal
products for human use, upon submission of the necessary documents,

decided as follows:

The application for authorisation of the applicant: PHOENIX Zdravotnicke zasobovanie,
a.s., Pribylinska 2/A, 831 04 Bratislava, Id. No.: 34 142 941, is granted and the applicant is authorised
to handle medicinal products in the type of activity of wholesale distribution of medicinal products
for human use.

Statutory body:

Mgr. Tomas Slechan, date of birth residing at Personal Data Protection
Lubica Kocianova, date of birth residing at Personal Data Protection
Ing. Michal Zelenka, date of birth residing at Personal Data Protection
Ing. Zuzana Béato, date of birth residing at Personal Data Protection

Representative Specialist for the distribution in the place of activity Pribylinska 2/A, 831 04
Bratislava is:
PharmDr. Ivona Fajnorova, date of birth residing at Personal Data Protection

Representative Specialist for the distribution in the place of activity Dialni¢na cesta 4431, Hala
DC6, 903 01 Senec is:
PharmDr. Barbora Mal4, date of birth residing at Personal Data Protection

Representative Specialist for the distribution in the place of activity Lipova 13 and 15, 946 51
Nesvady is:
Mgr. Zuzana Stepnikova, date of birth residing at Personal Data Protection

Representative Specialist for the distribution in the place of activity Stefana Moyzesa 37, 960 01
Zvolen is:
Mgr. Simona Michalikova, date of birth residing at Personal Data Protection



Representative Specialist for the distribution in the place of activity PreSovska cesta 4, 040 01
Kosice is:
Mgr. Daniela Valové, date of birth Personal Data Protection

Places of activity:

Pribylinské 2/A, 831 04 Bratislava

Dialni¢na cesta 4431, Hala DC6, 903 01 Senec
Lipova 13 and 15, 946 51 Nesvady

Stefana Moyzesa 37, 960 01 Zvolen

Predovska cesta 4, 040 01 KoSice.

Validity:
The day of commencement of the activity shall be the day following the date on which this decision
enters into force.

At the same time, the decision of the State Institute for Drug Control No. R/668/2021 of 4 November
2021, entering into force on 22 November 2021, Reg. No. D-56/2021, which allowed the company:
PHOENIX Zdravotnicke zdsobovanie, a.s., Pribylinska 2/A, 831 04 Bratislava, Id. No. 34 142 941, to
handle medicinal products in the wholesale distribution of medicinal products for human use, is
revoked.

Grounds for the Decision:

Upon examination of the application filed by the applicant: PHOENIX Zdravotnicke zdsobovanie, a.s.,
Pribylinska 2/A, 831 04 Bratislava, Id. No. 34 142 941, for the issuance of an authorization for the
handling of medicinal products in the wholesale distribution of medicinal products for human use due
to a change in the person of the Representative Specialist with the place of performance of activities:
Pribylinska 2/A, 831 04 Bratislava, registered by the State Institute for Drug Control under No.:
7983/2023/621 of 29 November 2023, the administrative authority finds that the applicant has
complied with the statutory conditions for the issuance of the authorization under the provisions of
Sections 3, 4, 5, 6 and 8(3) of the Act.

On the basis of the foregoing, the administrative authority has decided as set out in the operative part
of this decision.

The conditions and obligations of the holder a wholesale distribution authorisation for medicinal
products for human use are set out in Sections 17, 18 and 74a of the Act.

Legal advice:

An appeal may be lodged against the decision herein in accordance with Section 53 et seq. of the
Administrative Procedure Code. In accordance with Section 54 of the Administrative Procedure Code
an appeal shall be lodged with the administrative authority which issued the contested decision. The
appeal must be lodged within 15 days from the date of notification of the decision with the State
Institute for Drug Control.

This decision shall be reviewable by a court once it has come into force, following the exercise of an

ordinary remedy within the meaning of Act No. 162/2015 Coll, Administrative Court Procedure.

PharmDr. Peter Potidéek, PhD., MSc.
Director
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Details on the guaranteed conversion
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JUDr. MARTIN VLHA, PhD., NOTARY PUBLIC * BRATISLAVA *

Round seals: JUDr. MARTIN VLHA, PhD., NOTARY PUBLIC * BRATISLAVA *
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Preklad/prekladatel’sky tkon som vypracovala ako prekladatelka zapisand v zozname znalcov,
tlmoénikov a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
slovensky jazyk - anglicky jazyk, eviden¢né &islo prekladatel’a: 970679.

Preklad/prekladatel'sky tkon je zapisany v denniku pod &islom: 50/2074

Prekladané listiny stihlasia s prelozenymi listinami.

Zaroveti vyhlasujem, e som si vedoma nésledkov vedome nepravdivého prekladu/prekladatel'ského

ukonu.

I, the undersigned, Jela Palkovitova, a certified translator from/into the English language, registered in
the Register of Experts, Interpreters and Translators maintained by the Ministry of Justice of the Slovak
Republic, registration number: 970679, do hereby certify that this is a true and accurate translation of
the original document.

This translation is recorded in the translator’s journal under number: 50/20y

The submitted documents are in conformity with the translated documents.

I also declare that I am aware of the consequences of a knowingly false translation.

V/At Bratislava, dita/on 162 9014







