STATNY USTAV PRE KONTROLU LIECIV
Kvetna 11, 825 08 Bratislava 26

i

DO-000

OSVEpéENIE 0 DODRZIAVANi
POZIADAVIEK SPRAVNEJ
VELKODISTRIBUCNEJ PRAXE

Vydané po in§pekcii podPa ¢lanku 111
Smernice 2001/83/ES

Kompetentny organ Slovenskej republiky
potvrdzuje nasledovné:

Vel’kodistribitor
PHOENIX Zdravotnicke zdasobovanie, a. s.,
Pribylinsk4 2/A, Zabi majer
831 04 Bratislava
Slovenské republika

Miesta vykonu &innosti
Pribylinska 2A, 831 04 Bratislava
Slovenska republika

bol kontrolovany podla ndrodného kontrolného
programu v sivislosti s povolenim na
vel'kodistribuciu ¢. D-56/2020 podla &lanku 77
(1) Smernice 2001/83/ES implementovanej
do nasledujicich narodnych predpisov: zdkon ¢&.
362/2011 Z.z. o liekoch a zdravotnickych
pombckach a o zmene a doplneni niektorych
zakonov v zneni neskor§ich predpisov a vyhlaska
MZ SR ¢&. 128/2012 Z.z. o poziadavkich na
spravnu vyrobnil prax a poZiadavkach na spravnu
velkodistribuénd  prax v zneni  neskorSich
predpisov.

Podl'a poznatkov ziskanych pocas in3pekcie tohto
velkodistribitora, ktora bola naposledy vykonana
diia 09.03.-10.03.2020 bola u velkodistribitora
posudend zhoda s poZiadavkami  Spravne;
velkodistribuénej praxe ustanovenej v &lanku 84
Smernice 2001/83/ES,
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Osvedéenie &./Certificate No.: SK/012D/2020

CERTIFICATE OF GDP
COMPLIANCE OF
A WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance
with Article 111 of Directive 2001/83/EC

The competent authority of Slovak Republic
confirms the following:

The wholesale distributor
PHOENIX Zdravotnicke zasobovanie, a. s.,
Pribylinska 2/A, Zabi majer
831 04 Bratislava
Slovak Republic

Sites addresses
Pribylinska 2A, 831 04 Bratislava
Slovak Republic

has been inspected under the national inspection
programme in connection with authorization
No. D-56/2020 in accordance with Article 77 (1)
of Directive 2001/83/EC transposed in the
following national legislation: Act No. 362/2011

Coll. on Drugs and Medical Devices and on

Amendment and Supplementing of Certain Acts,
as amended later and Decree of the Ministry of
Health of the Slovak Republic No. 128/2012 Coll.
on Requirements for the Good Manufacturing
Practice and Requirements for the Good
Distribution Practice as amended.

From the knowledge gained during inspection of
this wholesale distributor, the latest of which was
conducted on March 09-10, 2020, it is considered
that it complies with the Good Distribution
Practice requirements laid down in Article 84 of
Directive 2001/83/EC.
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Toto osvedCenie odrdza stav priestorov v Case
vy§iie uvedenej indpekcie a nema sa spoliehat’ na
to, Ze vyjadruje stav zhody, ak uplynulo viac ako
tri roky od datumu tejto indpekcie. Tento interval
viak mdze byt skrateny v sulade s principmi
manaZmentu rizika, ktoré s uvedené v
Gasti obmedzenia alebo vysvetlujice poznamky.

Toto osvedCenie je piatné iba ak obsahuje vietky
strany.

Pravost’ tohto osvedSenia sa mbze overit’
v databaze EU. Ak sa tam osved&enie nenachadza,
je potrebné kontaktovat’ narodnu autoritu, ktora
osvedéenie vydala.

Obmedzenia alebo  vysvetlujice  pozndmky
tykajice sa predmetu tohto osvedéenia:
Podrobnosti o autorizdcii = méZete  ziskat’

v databéze EU.

Telefon: +421 2 5070 1111
Datum/Date: 06.07.2020
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Email. sukl@sukl.sk

Osvedéenie &./Certificate No.: SK/012D/2020

This certificate reflects the status of the premises
at the time of the inspection noted above and
should not be relied upon to reflect the
compliance status if more than three years have
elapsed since the date of that inspection.
However, this pericd of validity may be reduced
using regulatory risk management principles, by
an entry in the Restrictions or Clarifying Remarks
field.

This certificate is valid onily when presented with
all pages.

The authenticity of this certificate may be verified

in the Union database. If it does not appear please
contact the issuing authority.

Any restrictions or clarifying remarks related to
the scope of this certificate:

Details of the authorisation can be found in the
Union Database.
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PharmDr, Zuzana Bat’ova, PhD.

riaditelka SUKL
Director of the State Institute for Drug Control
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