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Cast' 1

Osvedc¢enie ¢. /Certificate No.: SK/008V/2026

CERTIFICATE OF GMP
COMPLIANCE OF
A MANUFACTURER

Part 1

Vydané po inSpekcii podPla ¢lanku 111(5)
Smernice 2001/83/ES

Kompetentny organ Slovenskej republiky
potvrdzuje nasledovné:

Vyrobcea:
PHOENIX Zdravotnicke zasobovanie, a.s.
Pribylinska 2/A
831 04 Bratislava
Slovenska republika

Miesto vykonu ¢innosti:
PHOENIX Zdravotnicke zasobovanie, a.s.
Pribylinska 2/A
831 04 Bratislava
Slovenska republika

bol kontrolovany podl'a narodného kontrolného
programu v suvislosti s aktudlnym povolenim
vyroby ¢. V-20/2025 podl'a ¢lanku 40 Smernice
2001/83/ES implementovanej do nasledujicej
narodnej legislativy: Zakon ¢. 362/2011 Z.z.
olickoch a  zdravotnickych  pomdckach
a o zmene a doplneni niektorych zdkonov v zneni
neskorSich predpisov a vyhldsky MZ SR ¢.
128/2012 Z. z. o poziadavkadch na spravnu
vyrobni prax a poziadavkdch na spravnu
vel'kodistribucnu prax.

Issued following an inspection in accordance
with Art. 111(5) of Directive 2001/83/EC

The competent authority of Slovak Republic
confirms the following:

Manufacturer:
PHOENIX Zdravotnicke zasobovanie, a.s.
Pribylinska 2/A
831 04 Bratislava
Slovak Republic

Site address:
PHOENIX Zdravotnicke zasobovanie, a.s.
Pribylinska 2/A
831 04 Bratislava
Slovak Republic

has been inspected under the national inspection
program in connection with current manufacturing
authorization No. V-20/2025 in accordance with
Art. 40 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 Practices
and Requirements for the Good Distribution
Practices.

Podl'a poznatkov ziskanych pocas in§pekcie tohto
vyrobcu, ktord bola naposledy vykonana dna
18.12.2025, bola uvyrobcu posudena zhoda
s principmi a pravidlami Spravnej vyrobnej
praxe, ktoré st stanovené v Smernici 2017/1572.

Toto osvedCenie odraza stav vyrobného miesta
v Case vysSie uvedenej inSpekcie anema sa
spoliehat’ na to, Ze odraza stav zhody ak uplynuli
viac ako tri roky od datumu tejto in§pekcie.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
December 18, 2025, it is considered that it complies
with the principles and guidelines of Good
Manufacturing Practice laid down in Directive
2017/1572.

This certificate reflects the status of the
manufacturing site 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.
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Osvedcenie &. / Certificate
No.: SK/008V/2026

Na zaklade pravidiel pre riadenie rizika, moze
vydavajuca autorita skratit alebo predizit
platnost’ osvedcenia uvedenim tejto skutocnosti
v casti  Obmedzenia alebo  vysvetlujice
poznamky.

Toto osvedcenie je platné iba ak obsahuje vSetky
strany a obidve Casti 1 a 2.

Pravost’ tohto osvedCenia je mozné overit
v EudraGMP. Ak sa osvedCenie v databaze
nenachadza, kontaktujte prosim autoritu, ktora
osvedcenie vydala.

Cast' 2

However, this period of validity may be reduced or
extended using regulatory risk management
principles by an entry in the Restrictions or
Clarifying remarks field.

This certificate is valid only when presented with
all pages and both Parts 1 and 2.
The authenticity of this certificate may be verified

in EudraGMP. If it does not appear, please contact
the issuing authority.

Part 2

Humanne lieky

Human Medicinal Products

1 VYROBNE OPERACIE - LIEKY

1 MANUFACTURING OPERATIONS
— MEDICINAL PRODUCTS

1.5 Balenie

1.5 Packaging

1.5.2 Balenie do vonkajsieho obalu

1.5.2 Secondary packing

2 DOVOZ LIEKOV

2 IMPORTATION OF MEDICINAL
PRODUCTS

2.3 Iné dovozné ¢innosti

2.3 Other importation activities

2.3.1 Miesto fyzického dovozu

2.3.1 Site of physical importation

2.3.3. Iné <skladovanie neprepustenych liekov>

2.3.3. Other <Storage of non released Human

Medicinal Product>

Obmedzenia alebo vysvetlujuce poznamky
tykajuce sa rozsahu tohto osvedcenia: /

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

Ing. Roman Polacek, PhD.
Veduci Sekcie inSpekcie
Head of Inspection section
(v registrature podpisané KEPpodpisom)
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