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CERTIFICATE OF GMP
COMPLIANCE OF A MANUFACTURER
CERTIFIKAT SPRAVNEJ VYROBNEJ PRAXE

Part I/ Cast’I

Institute for the State Control of Veteninary Biologicals and Medicaments as
national competent authority of the Slovak Republic issues according to Section 66a(2)
letter the Act No. 140/1998 Coll., on Pharmaceuticals and Amendments to Several Related
Laws in current wording (hereinafter referred to as "Act on Pharmaceuticals No. 140/1998
Coll."} and in accordance with Art. 80(5) of Directive 2001/82/EC as amended, this certificate

that to confirm that manufacturer of QC testing laboratory

Ustav §tamej kontroly veterinarych biopreparatov a lie¢iv so sidlom v Nitre ako prisludny urad
Slovenskej republiky vydava podfa § 66a odst. 2 zdkona & 140/1998 Z.z., o liekoch a zdravotnickych

pomdckach a o zmenach niektorych stvisiacich zdkonov (d'alej len zdkon ¢. 140/1998 Z.z., o liekoch) a
v stilade s ¢lankom 80(5) Smemice 2001/82/EC, v znenf neskor3ich predpisov, tento certifikat, ktorym

potvrdzuje, Ze vyrobca, kontrolné laboratérium

BEL/NOVAMANN International s.r.o.
Tovarenska 14, 811 09 Bratislava

Slovenska republika
1CO: 31 329 209
site address
adresa sidla Kollirov nam. 9, 811 07 Bratislava, Slovak Republic

Mudroniova 2388/25, 921 01 Piest’any, Slovak Republic

Has been inspected under the national inspection programme in connection with
manufacturing authorisation no. 205/2005/RKL. in accordance with Art. 44 of Directive
2001/82/EC transposed in the following national legislation: Act on pharmaceuticals to

Section 66 No. 140/1998 Coll.

Je kontrolovany Ustavom $tatnej kontroly veterinarnych biopreparatov a lie¢iv v pravidelnych
terrninoch a je drZitefom povolenia na vyrobu veterinirnych lie€ivych pripravkov reg. & 205/2005/RKL
vydanym v silade s ¢lankom 44 Smemice 2001/82/EC v zneni neskor3ich dprav, ktory bol transformovany do
§ 66 zakona ¢&. 140/1998 Z.z., o liekoch.

From the knowledge gained during inspection of this manufacturer, the latest of
which was conducted on 30.09.2010, it is considered that it complies for activities listed 1n



Part II of this ccrtificatc with the principles and guidclines of Good Manufacturing Practice
laid down in Directive 91/412/EEC transposed to national legislation: Decree No. 274/1998

Coll. These requirements fulfil the GMP recommendations of WHO.

Na zaklade vysledkov in§pekcie vyrobcu, kde posledna inspekcia bola vykonana 30.09.2010, Ustav
potvrdzuje, 2¢ vyrobca spina pre rozsah uvedeny v &asti 11 tohto certifikatu, poziadavky spravne; vyrobne)
praxe stanovené Smerntcou 91/412/EEC, transponované do vyhladky &. 274/1998 Z.z. Poziadavky spravnej

vyrobnej praxe su v silade s doporuéeniami 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 je odrazom aktudlneho stavu vyrobného miesta v Case in§pekcie uvedenej vy3sie a
jeho platnost’ je limitovana na tri roky od datumu tejto indpekcie. Po tomto &ase by mala byt platnost
certifikatu overena u autority, ktord ho vydala.

The authenticity of this certificate may be veritied with the issuing authority.
Pravost’ certifikatu moZe byt overena u autority, ktora ho vydala.

Part I — Scope of the certificate / Cast’ 1l — rozsah certifikatu

Dd Veterinary medicinal products / Veterinarne liedivé pripravky

1 ~ Manufacturing operations / Vyrobné operacie

- authorised manufacturing operations include total and partial manufacturing (including various processes of dividing up,
packaging or presentation), batch rclease and certification, storage and distribution of specified dosage forms unless informed
to the contrary;
- vyrobné operdcie zahfharu celkovi alebo diastocnu vyrobu liekovej formy pripravku, jeho primdrne balenie, znacenie, sekunddrne
balenie, kontrolu kvality, preputianie, skladovanie a distribuciu lieCivych pripravkov uvedenych liekovych jforiem,
- quality control testing and/or release and batch certification activitics without manufacturing operations should be specified
under the relevant items;
-kontrola kvality a/alebo prepiistanie pripravku na trh bez vvkondvania vyrobnych operdcii, musi byt oznacend v prisiusnej casts,
- if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or other or potentially

hazardous active ingredients this should be stated under the relevant product type and dosage form.
- pokial spolocnost vyrdaba pripravky so Speciaglnymi poZiadavkami (radiofurmaka, pripravky vbsahujuce pemiciliny, sulfonamidy.

rrrrr

informdcia uvedend u prislusného tipu lickoveyj formy (vztahuje sa na celu cast I mimo 1.5.2a 1.6)

1.6 Quality control testing / Kontrola kvality

1.6.1 Microbiological: sterility / Mikrobiologické — testovanie sterility

1.6.2 Microbiological: non-sterility / Mikrobiologické ~ nesteriiné liecivé pripravky
1.6.3 Chemical/Physical / Chemické/fyzikdlne

2 - Importation of medicinal products / Dovoz z tretich krajin

- importation activities without manufacturing activity
- davoz bez vyrobnej aktivity

- importation activities include storage and distribution unless informed to the contrary
- povolenie na dovoz zahfna skladovanie a distribuciu (pokial nie je uvedené indc)

Quality control testing of imported medicinal products / Kontrola kvality dovdZanych
lieivych pripravkov

2.1

2.1.1 Microbiological: sterility / Mikrobiologické — testovanie sterility
2.1.2 Microbiological: non-sterility / Mikrobiologické — nesterilné liecivé pripravky
2.1.3 Chemical/Physical / Chemické/fyzikilne




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

Certifikat nadobuda platnost’ od 04.11.2010
The certificate is valid from November 04.2010

Certifikét je platny do 03.11.2013
The certificate is valid till November 03.2013

Date of issuing/Datum vydania: Name and signature of the authorised person of the
04.11.2010 Competent Authority of the Slovak Republic
Meno a podpis oprivnenej osoby

MVDr. Ladislav Sovik

riaditel USKVBL
Ladislav Sovik, D.V.M.,
Director of ISCVBM




