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CERTIFICATE OF GMP COMPLIANCE OF
A MANUFACTURER
CERTIFIKAT SPRAVNEJ VYROBNEJ PRAXE

Part 1/ Cast I

Institute for the State Control of Veterinary 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

Ustav 3tatnej kontroly veterinarnych biopreparatov a lie¢iv so sidlom v Nitre ako prislusny urad
Slovenskej republiky vydava podla § 66a odst. 2 zakona ¢. 140/1998 Z.z., o liekoch a zdravotnickych

pomdckach a o zmenach niektorych stvisiacich zakonov (d'alej len zdkon & 140/1998 Z.z., o liekoch) a v silade
s ¢lankom 80(5) Smernice 2001/82/EC, v zneni neskorSich predpisov, tento certifikat, ktorym potvrdzuje, Ze

vyrobca

BIOMIN a.s.
Potoéna 1/1, 919 43 Cifer
Slovenska republika
1CO: 00 681 725

site address
miesto vyroby Potocna 1/1, 919 43 Cifer, Slovak Republic

Has been inspected under the national inspection programme in connection with
manufacturing authorisation no. 1022/2003/5000-V 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 3titnej kontroly veterinarnych biopreparatov a liediv v pravidelnych
terminoch a je drzitelom povolenia na vyrobu veterinarnych lieivych pripravkov reg. ¢. 1022/2003-5000-V
vydanym v silade s ¢lankom 44 Smermice 2001/82/EC v zneni neskorgich tiprav, ktory bol transformovany do §
66 zakona ¢. 140/1998 Z.z., o liekoch.
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From the knowledge gained during inspection of this manufacturer, the latest of which
was conducted on 21.07.2010, it is considered that it complies for activities listed in Part II 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. 274/1998 Coll. These
requirements fulfil the GMP recommendations of WHO.

Na zaklade vysledkov inspekcie vyrobeu, kde posledna indpekcia bola vykonané 21.07.2010, Ustav
potvrdzuje, Ze vyrobca spiiia pre rozsah uvedeny v &asti II tohto certifikétu, poziadavky spravnej vyrobnej praxe

stanovené Smernicou 91/412/EEC, transponované do vyhlasky ¢. 274/1998 Z.z. Poziadavky spravnej vyrobnej
praxe su v sulade s doporu¢eniami 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 aktualneho stavu vyrobného miesta v ¢ase indpekcie uvedenej vyssie a jeho
platnost’ je limitovana na tri roky od datumu tejto in3pekcie. Po tomto ¢ase by mala byt platnost certifikatu
overena u autority, ktord ho vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost’ certifikatu méze byt overend u autority, ktora ho vydala.

Part II — Scope of the certificate / Cast’ Il - rozsah certifikitu

X Veterinary medicinal products / Veterinarne lietivé pr(pravky

e — Manufacturing operation;

- authorised manufacturing operations mclude rolaf and partial mnufacmrmg (mcludmg wzrwux processes of dividing up,
packaging or presentation), batch release and certification, storage and distribution of specified dosage forms unless informed to
the contrary;

- wrobné operdcie zahfiaji celkowii alebo ciastocni vyrobu liekovej formy pripravku, jeho primdrne balenie, znacenie, sekunddrne

balenie, kontrolu kvality, prepustanie, skladovanie a distribiiciu lieéivych pripravkov uvedenych lickovych foriem,

- quality control testing and/or releasc and batch certification activities without manufacturing operations should be specified
under the relevant items;

-kontrola kvality a/alebo prepiistanie pripraviku na trh bez vykondvania vyrobnych operdcii, musi byt oznacend v prislusnej casti,
- 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' spolocnest vyraba pripravky so Specidlnymi poZiadavkami (rddiofarmaka, pripravky obsahujiice peniciliny, sulfonamidy,
cytotoxiny, cefalosporiny, substaneie § hormondlnou aktivitou aleboj iné potencidine nebezpecné liecivé latky, mala by byt tdto
informdcia uvedend u prislusnéhe tipu liekovej formy (vztahuje sa na celti ¢ast' 1 mimo 1.5.2 a 1.6)

12 Non-sterile produets / Nesterilné pripravky

1.2.1 Non-sterile products / Nesterilné pripravky
1.2:1.1 Capsules, hard shell / Tvrdé zelatinové tobolky
1.2.1.8 Other solid dosage forms / Iné pevné liekové formy

1.5 Packaging only / Iba balenie

1.5.1 Primary packing / Primdrne balenie (vztahuje sa len na nesterilné liecivé pripravky)
Non-sterile products

1.5.1.1 Capsules, hard shell / Tvrdé Zelatinové tobolky
1.5.1.8 Other solid dosage forms / Iné pevné lieckové formy

1.5.2 Secondary packing / Sekunddrne balenie




Quality control testing / Kontrola kvality

1.6.2 Microbiological: non-sterility / Mikrobiologické — nesterilné liecivé pripravky
1.6.3 Chemical/Physical / Chemické/fyzikilne

Any restrictions or clarifying remarks related to the scope of this certificate:
Obmedzenie alebo vysvetlenie k rozsahu tohto certifikatu: { ,.,\
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1 person of the
epublic

Date of issuing/Détum vydania "
30.07.2010

Director of ISCVBM




