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Certificate No. / é&islo certifikatu: 014/2025/CGDP

CERTIFICATE OF GDP COMPLIANCE
OF A WHOLESALE DISTRIBUTOR

CERTIFIKAT SPRAVNE DISTRIBUCNIi PRAXE
VELKOOBCHODNIHO DISTRIBUTORA

Institute for the State Control of Veterinary Biologicals and Medicines (USKVBL) as national competent
authority of the Czech Republic issues according to Section 16 (2) letter a) item 3 of the Act No. 378/2007
Coll., on Pharmaceuticals and Amendments to Several Related Laws in current wording (hereinafter referred
to as "Act on Pharmaceuticals No. 378/2007 Coll.") this certificate that to confirm that the wholesale

distributor

Ustav pro statni kontrolu veterinarnich biopreparat a lé¢iv (USKVBL) jako prislusny ufad Ceské republiky vydava podle § 16 odst.
2 pism. a) bodu 3 zékona €. 378/2007 Sh., o IéCivech a o zménach nékterych souvisejicich zakond, ve znéni pozdéjsich predpist
(dale jen zakon €. 378/2007 Sb., o lécivech), tento certifikat, kterym osvédcuje, Zze velkoobchodni distributor

Bioveta, a.s.

Komenského 212/12, 683 23 Ivanovice na Hané

Czech Republic
IC/INo: 253 04 046

distribution premises address
adresa distribucnich prostor

Komenského 212/12, 683 23 Ivanovice na Hané
has been inspected under the national inspection programme in connection with authorisation number
569/2025/RDI in accordance with Art. 100 of Regulation (EU) 2019/6 of veterinary medicinal products and

with Section 76 of the Act on pharmaceuticals No. 378/2007 Coll.

je kontrolovan Ustavem pro statni kontrolu veterinarnich biopreparatd a lé¢iv v pravidelnych terminech a je drZitelem povoleni
k velkoobchodni distribuci veterinarnich lé¢ivych pripravka reg. €. 569/2025/RDI, vydaném v souladu s ¢lankem 100 nafizeni
Evropského Parlamentu a Rady (EU) 2019/6 ze dne 11. prosince 2018 o veterinarnich |é¢ivych ptipravcich a v souladu s § 76 zakona
¢.378/2007 Sb., o lé¢&ivech.

From the knowledge gained during inspection of this wholesale distributor, the latest of which was
conducted on 04/12/2024 (periodic system check), it is considered that it complies with the Good
Distribution Practice requirements laid down in accordance with Art. 99(6) of Regulation (EU) 2019/6 of
veterinary medicinal products in Commission Implementing Regulation (EU) 2021/1248 of 29 July 2021 as
regards measures on good distribution practice for veterinary medicinal products and in Decree No.
229/2008 Coll. on the production and distribution of medicinal products, in current wording, for scope of
activities:

= veterinary medicinal products — other than those requiring low temperature handling

= cold chain veterinary medicinal products (requiring low temperature handling).
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Na zakladé vysledkl kontrolni ¢innosti u tohoto velkoobchodniho distributora, kdy posledni inspekce na misté byla provedena
04/12/2024 (periodicka systémova kontrola) USKVBL osvédéuje, ze distributor splfiuje poZadavky na spravnou distribu¢ni praxi
stanovené, v souladu s ¢l. 99 odst 6 nafizeni Evropského Parlamentu a Rady (EU) 2019/6 ze dne 11. prosince 2018 o veterinarnich
léCivych pripravcich, provadécim nafizenim Komise (EU) 2021/1248 ze dne 29. ervence 2021, o opatfenich pro spravnou
distribu¢ni praxi veterinarnich lécivych pfipravkd a vyhlaskou ¢.229/2008 Sb. o vyrobé a distribuci 1é¢iv, ve znéni pozdéjsich
predpisu, pro rozsah cinnosti:

= veterindrni léCivé pripravky — jiné nez vyZadujici manipulaci pfi nizkych teplotach

= veterindarni lécivé pripravky chladového fetézce (vyzadujici manipulaci pfi nizkych teplotach)

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 five years have elapsed since the date of that
inspection, after which time the issuing authority should be consulted. However, this period of validity may
be reduced using regulatory risk management principles by an entry in the Restrictions or Clarifying Remarks
field.

Tento certifikat odrazi aktualni stav distribucnich prostor v dobé vySe uvedené inspekce a jeho platnost je limitovana na pét let
od data této inspekce. Pokud od data inspekce uplynulo vice jak pét let, méla by byt platnost certifikatu ovérena u autority, ktera
jej vydala. Uvedena doba platnosti mlze byt vydavajici autoritou na zakladé zavér( hodnoceni rizik i zkracena, a to formou zapisu
do pole omezeni nebo vysvétlujici pozndmky.

This certificate is valid only when presented with all pages.
Tento certifikat je platny, pouze jsou-li predloZzeny vSechny jeho stranky.

The authenticity of this certificate may be verified with the issuing authority.
Pravost tohoto certifikatu mliZze byt ovérena u autority, ktera jej vydala.

Any restrictions or clarifying remarks related to the scope of this certificate: none
Jakdkoli omezeni nebo vysvétlujici poznamky tykajici se rozsahu tohoto certifikatu: Zadné

Date of issue/Datum vydani: Name and signature of the authorised person
29/10/2025 of the Competent Authority of the Czech Republic

Jméno a podpis opravnéné osoby pfisluného tradu CR

,leDr Digitalné podepsal
. MVDr. Jifi Bures
¥ Datum: 2025.10.29

Ji‘rlll Bu res 10:26:46 +01'00'
MVDr. Jiri Bures

vedouci sluzebniho Ufadu USKVBL
(Jiri Bures, D.V.M.; Chief Executive of USKVBL)
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