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YWSTAV STATNEJ KONTROLY VETERINARNYCH BIOPREPARATOV A LIECIV
&:‘INSTiTUTE FOR STATE CONTROL OF VETERINARY BIOLOGICALS AND MEDICAMENTS
i Biovetska 34, 949 01 Nitra
Tel.: +421 376515506-7 Fax.: +421 376517915 E-mail: uskvbl@uskvbl.sk

Certifikat &/ Certificate No.: 121 /2013/CGMP

CERTIFIKAT SPRAVNEJ VYROBNEJ PRAXE

CERTIFICATE OF GMP COMPLIANCE
OF A MANUFACTURER

Cast’ I /Part 1

Vydané po inSpekcii podl'a ¢lanku 80(5) Smernice 2001/82/ES
Issued following an inspection in accordance with Art. 80(5) of Directive 2001/82/EC

Kompetentny organ (kontrolny tirad) Slovenskej republiky Ustav §tatnej kontroly veterinirnych
biopreparatov a lie€iv, osvedCuje, Ze:
The competent authority of Slovak Republic, Institute for State Control of Veterinary Biologicals
and Medicaments confirms the following:

Vyrobca/Manufacturer
EUROFINS BEL/NOVAMANN, s.r.o0.

Adresa sidla/Site address
Komjaticka 73, 940 02 Nové Zamky
Slovenska republika/Slovak Republic

1CO: 31 329 209

Miesto vykonu ¢innosti / Site address
EUROFINS BEL/NOVAMANN, s.r.o.
Mudromiova 2388/25, 921 01 Piest’any
Slovenska republika/Slovak Republic

bol kontrolovany podla narodného kontrolného programu v suvislosti s povolenim vyroby €.

205/2005/RKL—2.zmena podla ¢lanku 44 Smernice 2001/82/ES implementovanej do nasledujicej
narodnej legislativy: Zakona €. 362/2011 Z. z. o liekoch a zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov a Vyhlasky MZ SR ¢. 128/2012 Z. z. o poziadavkach na spravnu
vyrobnu prax a spravnu velkodistribu¢nii prax v zneni neskor$ich predpisov.

Has been inspected under the national inspection programme in connection with manufacturing

authorisation No. 205/2005/RKI1.-2.zmena in accordance with Art. 44 of Directive 2001/82/EC
transposed 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 reguirements for Good Manufacturing Practice and
Good Distribution Practice in later amendments.

Podrl'a poznatkov ziskanych pocas inSpekcie tohto vyrobcu, ktora bola naposledy vykonana dina

27.11.2013 bola u vyrobcu posidena zhoda s principmi a pokynmi spravnej vyrobnej praxe, ktoré

s

stanovené v Smernici 91/412/EEC.



Certifikat &./ Certificate No.: 121/2013/CGMP

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 27.11.2013, it is considered that it complies with the principles and guidelines of Good
Manufacturing Practice laid down in Directive 91/412/EEC.

Tento certifikat sa vzt'ahuje na stav vyrobného miesta v ¢ase vy$Sie uvedenej inSpekcie a ak
uplynuli viac ako tri roky od datumu tejto inSpekcie nemusel by spolahlivo odrazat® splnenie
podmienok. Na zaklade pravidiel pre riadenie rizika, méZe vydavajiica autorita skratit,, alebo predizit’
platnost’ certifikatu uvedenim tejto skutoénosti v éasti Obmedzenia, alebo vysvetl'ujliice poznamky.

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 Clarifying remarks
field.

Tento certifikét 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 certifikitu méZze byt overend v EudraGMP. Ak sa certifikit v database
nenachadza, kontaktujte prosim autoritu, ktora certifikat vydala.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, pleas
contact the issuing authority

Cast’ II /Part IT

Veterinary medicinal products / Veterinarne lieky

1 — Manufacturing operations / Vyrobné opericie

1.6 Quality control testing / Kontrola kvality-skasanie
1.6.1 Microbiological:sterility / Mikrobiologické skisky: sterilné licky
1.6.2 Microbiological non-sterility / Mikrobiologické skisky: nesterilné licky

2 Impotration of Veterinary Medicinal Products / Dovoz veterinarnych liekov

2.1 Quality control testing of imported Veterinary Medicinal Products / Kontrola
kvality — skiSanie dovdZanych veterindrnych liekov

2.1.1 Microbiological:sterility / Mikrobiologické skisky: sterilné lieky
2.1.2 Microbiological-non-sterility / Mikrobiologické skisky: nesterilné lieky

Any restrictions or clarifying remarks related to the scope of this certificate:
Obmedzenie alebo vysvetlenie k rozsahu tohto certifikatu:

Date of issuing/Datum vydania: 2.12.2013

; a Héderov:i, D.V.M.,
irector of ISCVBM




