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CERTIFIKAT SPRAVNEJ VYROBNEJ PRAXE
CERTIFICATE OF GMP COMPLIANCE
OF A MANUFACTURER

Cast’ I/Part I

Vydané na zéklade kontroly v stlade s &. 94 ods. 1 nariadenia (EU) 2019/6 &lanku 63 ods. 4
nariadenia (EU) &. 536/2014 implementovanej v nérodnej legislative § 134 ods. 2 pism. f)
bodu 3 zakona ¢&. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach a o zmene a doplneni
niektorych zakonov.

Issued following an inspection in accordance with Art. 94(1) of Regulation (EU) 2019/6 or
Article 63(4) of Regulation (EU) No 536/2014 transport in the following national legislation §
134(2)(H)(3) of Act No 362/2011 Coll. on Medicinal Products and Medical Devices and on
Amendments and Additions to Certain Acts.

Kompetentny organ Slovenskej republiky Ustav §tatnej kontroly veterinrnych biopreparatov
a lie¢iv Nitra, osved¢uje, ze:

The competent authority of Slovak Republic Institute for State Control of Veterinary
Biologicals and Medicaments Nitra, confirms the following:

Vyrobca/ Manufacturer: IMUNA PHARM, a.s.

Sidlo firmy/Head office: Jarkovi 269/17, 082 22 Sari$ské Michalany
Slovenska republika
1CO: 36 473 685

Miesto vyroby/Site of production: IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 5ari§s_ké Michalany
Slovenska republika/Slovak Republic

bol kontrolovany v ramci Néarodného inSpekéného programu v suvislosti s povolenim na
vyrobu ¢. 1024/2003-5000-V v sulade s ¢l. 88 nariadenia (EU) 2019/6 alebo &l. 61 ods. 1
nariadenia (EU) &. 536/2014*, implementovanych do nasledujticej narodnej legislativy: Zakon

¢. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach a o zmene a doplneni niektorych
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zakonov a Vyhlasky MZ SR ¢. 128/2012 Z. z. o poziadavkich na spravnu vyrobnu prax a
spravnu velkodistribu¢ni prax v zneni neskorsich predpisov.

Has been inspected under the national inspection programme in connection with Manufacturing
Authorisation No. 1024/2003-5000-V in accordance with Art. 88 of Regulation (EU) 2019/6 or
Art. 61(1) of Regulation (EU) No 536/2014*, transport in the following national legislation:
Act No. 362/2011 Coll. on medicinal products and medical devices and amendments and
supplementing of certain acts and Decree of Ministry of Health of the Slovak Republic No.
128/2012 Coll. on requirements for Good Manufacturing Practice and Good Distribution
Practice in later amendments.

Na zaklade poznatkov ziskanych pocas inSpekcie u tohto vyrobcu, ktord sa naposledy
uskutoénila distan¢ne diia 17.12.2024, sa usudzuje, Ze spiiia poziadavky spravnej vyrobnej
praxe uvedené v Zasady a usmernenia spravnej vyrobnej praxe stanovené v smernici
91/412/EHS / Clanok 93 ods. 2 nariadenia 2019/6. Primerana uroveit SVP ako sa uvadza v
&lanku 46 pism. f) smernice 2001/83/ES a &lanku 6 ods. 93 ods. 1 pism. j) nariadenia (EU)
2019/6 a § 12a Zakona &. 362/2011 Z. z. o liekoch a zdravotnickych pomockach a o zmene a
doplneni a doplneni niektorych zakonov.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted remote on 17.12.2024 it is considered that it complies with Good Manufacturing
Practice requirements referred to in The principles and guidelines of Good Manufacturing
Practice laid down in Directive 91/412/EEC / Article 93 (2) of Regulation 2019/6. An
appropriate level of GMP as referend to Article 46 (f) of Directive 2001/83/EC and Art. 93 (1)
(j) of Regulation (EU) 2019/6 and § 12a of Act No. 362/2011 Coll. on medicinal products and
medical devices and amendments and supplementing of certain acts.

Tento certifikat sa vzt'ahuje na stav vyrobného miesta v Case vysSie uvedenej inSpekcie, a ak
uplynuli viac ako tri roky od datumu tejto in$pekcie, nemusel by spol'ahlivo odrazat’ splnenie
podmienok. Toto obdobie platnosti sa viak moZe skratit’ alebo predizit na zaklade principov
riadenia rizik zapisom v Casti Obmedzenia alebo vysvetlujicimi poznamkami. Aktualizicie
obmedzeni alebo vysvetlujucich poznamok mozZno zistit' prostrednictvom webove] stranky
EudraGMDP (http://eudragmdp.ema.europa.eu/). :

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

/
Datum/Date: 19.03.2025 Podpis/Signature: %%7}
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Clarifying remarks field. Updates to restrictions or clarifying remarks can be identified through
the EudraGMDP website (http://eudragmdp.ema.curopa.ew/).

Tento certifikat je platny iba ak obsahuje vietky strany a obidve Casti 1 a 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

Pravost’ tohto certifikatu je moZné overit' v databdze EudraGMDP. Ak sa certifikat v databaze
nenachadza, prosim kontaktujte autoritu, ktora certifikat vydala.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please

contact the issuing authority.

3-5
Déatum/Date: 19.03.2025 Podpis/Signature: W
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Cast 2 / Part 2

Veterinarne lieky / Veterinary Medicinal Products

1 VYROBNE OPERACIE - LIEKY

1 MANUFACTURING OPERATIONS —- MEDICINAL PRODUCTS

1.1 Sterilné lieky Sterile products
1.1.2  Termindlne sterilizované 1.1.2  Terminally sterilised
1.1.2.5 Iné <izotonicky roztok> 1.1.2.5 Other <an isotonic solution>
1.2.3  Certifikacia Sarzi 1.2.3  Batch certification
1.2 Nesterilné lieky Non-sterile products
1.2.1 Nesterilné lieky) 1.2.1 Non-sterile products
1.2.1.8  Iné tuhé liekové formy 1.2.1.8  Other solid dosage forms
1.2.1.13 Tablety 1.2.1.13  Tablets
1.2.1.17 Iné 1.2.1.17  Other
1.2.2  Certifikdacia SarZi 1.2.2  Batch certification
1.3 Biologické lieky Biological medicinal products
1.3.1 Biologické lieky 1.3.1 Biological medicinal products
1.3.1.5 Biotechnologickeé lieky 1.3.1.5 Biotechnology products
1.3.2  Certifikacia Sarzi 1.3.2  Batch certification
1.3.2.1  Transfizne lieky 1.3.2.1 Blood products
1.3.2.2  Imunologické produkty 1.3.2.2  Immunological products
1.3.2.3  Lieky na bunkovi terapiu 1.3.2.3  Cell therapy products
1.3.2.4  Lieky na génovu terapiu 1.3.2.4  Gene therapy products
1.3.2.5  Biotechnologické lieky 13.2.5 Biotechnology products
13.2.6  Humanne alebo  ZivoCiSne 132.6 Human or animal extracted
extrahované lieky products
1.3.2.7  Produkty tkanivového 1.3.2.7  Tissue engineered products
inzinierstva
1.3.2.8 Iné <voliteI'né> 1.3.2.8 Other <free text>
14 Ostatné produkty alebo vyrobné | Other products or processing activity
aktivity
1.4.2 Sterilizdcia ucinnych  ldatok /| 1.4.2 Sterilisation of active substances /
pomocnych ldtok / hotového produktu: excipients / finished product:
1.4.2.3  Vihké teplo 1.4.2.3  Moist heat
1.5 Balenie Packaging
1.5.1 Balenie do vnutorného obalu 1.5.1 Primary packing
1.5.1.13 Tablety 1.5.1.13  Tablets
1.5.1.17 Iné 1.5.1.17  Other |
1.5.2 Sekunddrne balenie 1.5.2  Secondary packing
1.6 Kontrola kvality - skiSanie Quality control testing
1.6.1 Mikrobiologické: sterilné 1.6.1 Microbiological: sterility
1.6.2 Mikrobiologické: nesterilné 1.6.2  Microbiological: non-sterility

Datum/Date: 19.03.2025
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1.6.3 Chemické/fyzikdlne 1.6.3 Chemical/physical
1.6.4 Biologické 1.6.4 Biological

Obmedzenia alebo vysvetlujice poznamky tykajice sa rozsahu tohto osvedcenia:
v pripade ak by bolo v zaujmoch spoloénosti zagat’ vyrabat’ veterinarne lieky aj pre Slovenskd
republiku, je potrebné upovedomit’ USKVBL Nitra

Any restrictions or clarifying remarks related to the scope of this certificate: if it would be
in the interests of the company to start producing veterinary medicines also for the Slovak
Republic, it is necessary to notify the USKVBL Nitra

h / /
= % J7277 L~
Datum / Date: 19.03.2025 MVDr/Katarina Mdssanyiova, PhD.
" “riaditel’ / director
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Datum/Date: 19.03.2025 Podpis/Signature: W



