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CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part I/ Cast 1
Institute for the State Control of Veterinary Biologicals and Medicines 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.") and in accordance with Art. 80(5) of Directive 2001/82/EC as
amended, this certificate that to confirm that manufacturer

Ustav pro statni kontrolu veterinamich biopreparéti a lé¢iv se sidlem v Brné jako prislusny arad Ceské republiky vydava
podle § 16 odst. 2 pism. a) bod 3. zdkona ¢&. 378/2007 Sb., o lé¢ivech a 0 zménach nékterych souvisejicich zakond (dale jen zakon
¢. 378/2007 Sb., o lé¢ivech) a v souladu s ¢lankem 80(5) Smérnice 2001/82/EC, ve znéni pozdéjsich predpisii, tento certifikat,
kterym potvrzuje, Ze vyrobce

De Heus a.s.
Marefy 144
685 01 Buéovice
Czech Republic
1C/INo: 253 21 498
site address
misto vyroby

Béstovice 115, 565 33 Chocen

has been inspected under the national inspection programme in connection with manufacturing authorisation
no. 500/2018/RMK in accordance with Art. 44 of Directive 2001/82/EC transposed in the following

national legislation: Act on pharmaceuticals No. 378/2007 Coll.

je kontrolovan Ustavem pro statni kontrolu veterinarnich biopreparatl a lé¢iv v pravidelnych terminech a je drzitelem povoleni
k vyrobé veterindrnich lécivych piipravki — medikovanych krmiv reg. & 500/2018/RMK vydaném v souladu s &lankem 44
Smérnice 2001/82/EC ve znéni pozdgjiich uprav, ktery byl transponovan do § 63 zakona ¢. 378/2007 Sb., o lé&ivech.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 21.11.2017, it is considered that it complies for activities listed in Part 11 of this certificate
with the principles and guidelines of Good Manufacturing Practice laid down in Directive 91/412/EEC and
Directive 90/167/EC transposed to national legislation: Decree No. 229/2008 Coll. ,

Na zdkladé vysledki inspekce vyrobcee, kdy posledni inspekce byla provedena 21.11.2017, Ustay potvrzuje, Zze vyrobce

splfiuje pro rozsah uvedeny v ¢asti 11 tohoto certifikatu pozadavky spravné vyrobni praxe stanovené Smémici 91/412/EEC a
90/167/EC, transponované do vyhlagky ¢. 229/2008 Sb.

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, after which time the issuing authority should be consulted.
Tento certifikat odrazi aktualni stav vyrobniho mista v dobe inspekce uvedené vyse a jeho platnost je limitovana na tfi
roky od data této inspekce. Po této dob& by méla byt platnost certifikatu ovéfena u autority, ktera jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikatu mize byt ovéfena u autority, ktera jej vydala.
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Part II — Scope of the certificate / Cist 11 - rozsah certifikdtu

X veterinary medicinal products / Veterinarni lé&ivé pFipravky

1 — Manufacturing operations / Vyrobni operace
1.2 Non-sterile products / Nesterilni pFipravky

1.2.1 Non-sterile products / Nesterilni pfipravky

1.2.1.18 Medicated feedingstuffs (including medicated feedingstuffs production in store)/
Medikovand krmiva (v€etné vyroby medikovanych krmiv na sklad)

Any restrictions or clarifying remarks related to the scope of this certificate: none
Omezeni nebo vysvétleni k rozsahu tohoto certifikatu: zadna

Date of issuing/Datum vydani: Name and signature of the authorised person of the

09/01/2019 Competent Authority of the Czech Republic
Jméno a podpis opravnéné osoby

iho Gfadu USKVBL
Jiri Bures, D;V.’M.
Chief Executive of USKVBL
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