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Stitny distay pre kontrolu lie¢iv
Kvetnd 11, 825 08 Bratislava
Slovenskd republika

]:%ratislava, 13.05.2020
Cislo rozhodnutia: R/133/2020
Reg. ¢.: D-63/2020

ROZHODNUTIE

Statny tistav pre kontrolu lie¢iv ako vecne prisluény orgin Statnej spréavy na konanie
podla ustanovenia § 5 zikona & 71/1967 Zb. o spravnom konani v platnom zneni (d’alej len
»Spravny poriadok®) a § 129 ods.2 pism. e) bodu 6 zikona & 362/2011 Z. z. o liekoch
a zdravotnickych poméckach a o zmene a doplneni niektorych zikonov v platnom zneni (dalej
len ,,zékon") v stilade s ustanovenim § 7 ods. 1 pism. b)bodu 3.2 § 8 ods. 3 zékona, v spréavnom
konani o Ziadosti Ziadatel'a PHAREX, s. r. 0., so sidlom PrieloZtek 1, 036 01 Martin, ICO 44 073
437, v zmysle § 7 ods. 6 zikona v stdinnosti s ustanovenim § 46 a nasl. Spravneho poriadku
o vydanie povolenia na zaobchidzanie s liekmi vo velkodistribtcii humannych liekov po
predloZeni potrebnych podkladov rozhodol

takto:

Ziadosti o vydanie povolenia Ziadatel'a PHAREX, s. r. o., so sidlom PrieloZtek 1,
036 01 Martin, ICO 44 073 437, sa vyhovuje a Ziadatel'ovi sa povol'uje zaobchadzanie s liekmi
v druhu ginnosti vel’kodistribiicie huménnych liekov.

étatutﬁrny orgin:
Be. Michal Sachl, narodeny 30.10.1977, bytom J. Kronera 3947/9, 036 01 Martin.

Odborny zistupea za vePkodistribiiciu je:
Mgr. Zuzana Kostolnd, narodena 04.06.1980, bytom Dolny Kalnik 109, 038 02 Dolny Kalnik.

Miesto vykonu &innosti:
PrieloZtek 1, 036 01 Martin.

Platnost’:
Deti zatatia ¢innosti je defi nasledujfici po dni nadobudnutia pravoplatnosti tohto rozhodnutia.

Stifasne sa rusi rozhodnutie Ministerstva zdravotnictva SR & 016/14 zo diia 20.03.2014, Reg.
¢. FV-528/14, ktorym bolo povolené spolodnosti PHAREX, s. 1. 0., so sidlom PrieloZtek 1,
036 01 Martin, ICO 44 073 437, zaobchddzat’ s liekmi vo velkodistribtcii humannych liekov.

Odévodnenie: .

Po preskiimani Ziadosti PHAREX, s. . 0., so sidlom Prieloztek 1, 036 01 Martin, ICO 44 073
437 ovydanie povolenia na zaobchadzanie s liekmi vo velkodistribticii huménnych liekov
zdbvodu zmeny osoby odborného zastupcu zo diia 14.04.2020, evidovanej SUKL pod &.:
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3105/2020/620, spravny orgén konstatuje, %e Ziadatel splnil zdkonom stanovené podmienky na
vydanie povolenia podl'a ustanoveni §§ 3, 4, 5, 6 a 8 ods. 3 z4kona.

Na ziklade uvedenych skutotnosti rozhodol spravny organ tak, ako je uvedené vo vyrokovej
Casti rozhodnutia.

Podmienky a povinnosti drZitela povolenia na velkodistribiiciu huménnych liekov st uvedené
v ustanoveniach §§ 17, 18 a 74a zikona.

Poucéenie:

Proti tomuto rozhodnutiu moZno podat’ odvolanie podra § 53 a nasl. Spravneho poriadku. Podl'a
§ 54 Spravneho poriadku sa odvolanie podéva na sprivnom orgine, ktory napadnuté
rozhodnutie vydal. Odvolanie treba podat’ v lehote 15 dni odo dita 0zndmenia tohto rozhodnutia

na Statny (stav pre kontrolu lietiv.

Toto rozhodnutie je po nadobudnuti préavoplatnosti v désledku vyuZitia riadneho opravného
prostriedku preskimatel'né sidom v zmysle zikona &. 162/2015 Z. z. Spravny stidny poriadok.

PharmDr. Zuzana Bat’ovi, PhD.
riaditel’ka



Stdtny distay pre kontrolu lieciv
[State Institute for Drug Control]
Kvetnd 11, 825 08 Bratislava
Slovak Republic

Bratislava, 13/05/2020
Decision No.: R/133/2020
Reg. No.: D-63/2020

DECISION

The State Institute for Drug Control as a competent state administration body for proceedings under
the provisions of § 5 of Act no. 71/1967 Coll. on Administrative Procedure as amended (hereinafter
referred to as the “Administrative Procedure Code™) and § 129(2)(e)(6) of Act no. 362/2011 Coll. on
Medicinal Products and Medical Devices, amending certain other acts, as amended (hereinafter
referred to as the “Act”), acting pursuant to the provisions of § 7(1)(b)(3) and § 8(3) of the Act, in the
administrative proceedings concerning the application of PHAREX, s. r. o., with registered office at
Prieloztek 1, 036 01 Martin, ID number 44 073 437, for issuance of permit for handling of medicinal
products within wholesale distribution of medicinal products for human use, pursuant to § 7(6) of the
Act in conjunction with the provisions of § 46 et seq. of the Administrative Procedure Code, after
review of the necessary documents decided

as follows:

The application for issuance of permit of PHAREX, s. r. o., registered office at Prieloztek 1, 036 01
Martin, ID number 44 073 437, has been approved and the applicant has been granted permit to
handle medicinal products within the following business: wholesale distribution of human
medicinal products.

The applicant's statutory body:
Be. Michal Sachl, DOB 30710/ 1977, resident at J. Kronera 3947/9, 036 01 Martin.

The applicant's professional representative overseeing wholesale distribution is:
Mer. Zuzana Kostolna, DOB 04/06/1980, address: Dolny Kalnik 109, 038 02 Dolny Kalnik.

Place of business:
PrieloZtek 1, 036 01 Martin.

Validity:
The activities under this permit may commence on the day following the date of entry into force of
this Decision.

SilIlllltaneously, this Decision terminates the decision of the Ministry of Health of the Slovak Republic
No. 016/14 of 20/03/2014, Reg. No. FV-528/14, permitting PHAREX, s. r. 0., with registered office at
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PrieloZtek 1, 036 01 Martin, ID number 44 073 437, to handle medicinal products within wholesale
distribution of human medicinal products.

Justification:

applicant's professional representative registered by the present Institute under No, 3105/2020/620
which took place on 14/04/2020, the present administration body concluded that the applicant has
fulfilled legal requirements stipulated in the provisions of §§ 3,4, 5, 6 and 8(3) of the Act for issuance
of said permit.

With view of the aforementioned, the administration body decided as is stated above, in the operative
part of this decision.

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

Advice:

An objection may be lodged against this decision pursuant to § 53 et seq. of the Administrative
Procedure Code. Under § 54 of the Administrative Procedure Code, an objection must be lodged with
the administration body that issued the contested decision, i.e. with the State Institute for Drug Control
within 15 days from the date of notification of this decision.

—

After this decision entered into force after exhaustion of the above mentioned remedy, it still can be
appealed against before a court, in accordance with Act no. 162/2015 Coll,, the Code of
Administrative Court Procedure,

PharmDr. Zuzana Batovi, PhD.
Director
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