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Ustav pro statni kontrolu
veterindrnich
biopreparati a 1é¢iv

Certificate No. / ¢islo certifikatu: 476/2024/CGMP

CERTIFICATE OF GMP COMPLIANCE OF A

MANUFACTURER
CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part 1/ Castl
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. 94) of Regulation (EU) 2019/6
of veterinary medicinal products, this certificate that to confirm that manufacturer
Ustav pro statni kontrolu veterinarnich biopreparatl a lé¢iv se sidlem v Brné jako ptislugny urad Ceské republiky vydava
podle § 16 odst. 2 pism. a) bod 3. zdkona ¢. 378/2007 Sb., o léCivech a o0 zménach nékterych souvisejicich zakon (dale jen zakon

¢. 378/2007 Sb., o léCivech) a v souladu s ¢lankem 94 nafizeni Evropského Parlamentu a Rady (EU) 2019/6 ze dne 11. prosince
2018 o veterinarnich lécivych pripravcich, tento certifikat, kterym potvrzuje, Ze vyrobce

DYNTEC spol. s r.o.
Prazska 328, 411 55 Terezin
Czech Republic
IC/INo: 475 48 002
site address
misto vyroby

Prazska 328, 411 55 Terezin

has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 617/2024/RHV in accordance with Art. 90 of Regulation (EU) 2019/6 of veterinary

medicinal products and with the Act on pharmaceuticals No. 378/2007 Coll.
je kontrolovan Ustavem pro statni kontrolu veterinarnich biopreparatd a |éciv v pravidelnych terminech a je drzitelem povoleni

v

k vyrobé veterinarnich lécivych pripravkl reg. ¢. 617/2024/RHV vydaném v souladu s ¢lankem 90 nafizeni Evropského

Parlamentu a Rady (EU) 2019/6 ze dne 11. prosince 2018 o veterinarnich |écivych pfipravcich a v souladu s § 63 zakona ¢.
378/2007 Sb., o lécivech.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 30.9.-03.10.2024, it is considered that it complies for activities listed in Part Il of this
certificate with the principles and guidelines of Good Manufacturing Practice laid down in Directive
91/412/EEC transposed to national legislation: Decree No. 229/2008 Coll. These requirements fulfil the

GMP recommendations of WHO.

Na zakladé vysledkd inspekce vyrobce, kdy posledni inspekce byla provedena 30.9.-03.10.2024, Ustav potvrzuje, e
vyrobce spliuje pro rozsah uvedeny v casti Il tohoto certifikditu poZadavky spravné vyrobni praxe stanovené Smérnici
91/412/EEC, transponované do vyhlasky ¢. 229/2008 Sh. Pozadavky spravné vyrobni praxe jsou v souladu s doporuéenimi WHO.

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 dobé inspekce uvedené vyse a jeho platnost je limitovana na tfi
roky od data této inspekce. Po této dobé by méla byt platnost certifikatu ovérena u autority, ktera jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikatu mlze byt ovérena u autority, ktera jej vydala.
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Part Il — Scope of the certificate / Cast Il - rozsah certifikatu

X Veterinary medicinal products / Veterinarni lé¢ivé pipravky

1 — Manufacturing operations / Vyrobni operace

1.1 Sterile Products / Sterilni p¥ipravky

1.1.1 Aseptically prepared / Asepticky pfipravované

1.1.1.1 Large volume liquids / Velkoobjemové tekuté lékové formy
1.1.1.2 Lyophilisates / Lyofilizované
1.1.1.4 Small volume liquids / Maloobjemové tekuté Iékové formy

1.1.2. Terminally sterilised / Termindiné sterilizované

1.1.2.3 Small volume liquids / Maloobjemové tekuté Iékové formy

1.1.3 Batch certification / Propousténi Sar#i

1.3 Biological medicinal products / Biologické p¥ipravky

1.3.1 Biological medicinal products / Biologické pfipravky
1.3.1.1 Blood products / Krevni derivaty
1.3.1.2 Immunological products / Imunologické p¥ipravky

1.3.2 Batch certification / Propousteni sarZi
1.3.2.1 Blood products / Krevni derivaty
1.3.2.2 Immunological products / Imunologické p¥ipravky

1.5 Packaging / Baleni

1.5.2 Secondary packing / Sekunddrni baleni

1.6 Quality control testing / Kontrola kvality

1.6.1 Microbiological: sterility / Mikrobiologickd — testovdni sterility

1.6.2 Microbiological: non-sterility / Mikrobiologickd — nesterilni Ié¢ivé pfipravky
1.6.3 Chemical/Physical / Chemickd/fyzikdini

1.6.4 Biological / Biologickd

Any restrictions or clarifying remarks related to the scope of this certificate: 1.3.1.2. Immunological

products: production of bacterial, viral, autogenous vaccines and immune sera
Omezeni nebo vysvétleni k rozsahu tohoto certifikatu: 1.3.1.2. Imunologické pfipravky: vyroba bakteridlnich, virovych,
autogennich vakcin a imunosér

Date of issuing/Datum vydani: Name and signature of the authorised person of the
17/12/2024 Competent Authority of the Czech Republic

Jméno a podpis opravnéné osoby

MVDr Digitalné podepsal

MVDr. Jifi Bure$
& Datum: 2024.12.19

Jiti Bures osme <0100

MVDr. Jiti Bures

vedouci sluzebniho Gfadu USKVBL
Jiri Bures, D.V.M.
Chief Executive of USKVBL
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