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_ CERTIFIKAT ODODRZIAVANI
SPRAVNEJ VYROBNEJ PRAXE VYROBCOM

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Cast’ 1 (Part 1)

Vydané po in$pekcii podl'a ¢lanku 111(5) Smernice 2001/83/ES a ¢lanku 15 Smernice 2001/20/ES
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC
and Art. 15 of Directive 2001/20/EC

Kompetentny organ Slovenskej republiky, Statny tstav pre kontrolu lieciv, osvedéuje, Ze:
The competent authority of Slovak Republic, State Institute for Drug Control confirms the following:

Vyrobca/Manufacturer
HBM Pharmas. r. o.

Adresa sidla/Site address
Sklabinska 30, 036 80 Martin, Slovenska republika

bol kontrolovany podla narodného kontrolného programu v stvislosti s povolenim vyroby
¢. VL-006/2010 podla &lanku 40 Smernice 2001/83/ES a ¢&lanku 13 Smernice 2001/20/ES
implementovanych do nasledujicej narodne;j legislativy:

Zéakona ¢. 140/1998 Z. z. o liekoch a zdravotnickych poméckach v zneni neskorSich predpisov a vyhlasky
MZ SR €. 274/1998 Z. z. o poziadavkach na spravnu vyrobnu prax a spravnu velkodistribu¢nu prax
v zneni neskor$ich predpisov.

Has been inspected under the national inspection programme in connection with manufacturing authorisation
No. VL - 006/2010 in accordance with Art. 40 of Directive 2001/83/EC and Art. 13 of Directive 2001/20/ES
transposed in the following national legislation:

Act. No. 140/1998 Coll. on Medicines and Medical Devices, as amended later and Decree of the Ministry of Health
of the Slovak Republic No. 274/1998 Coll. on Requirements for the Good Manufacturing Practices and Good
Distribution Practices as amended later.

Podla poznatkov ziskanych poCas poslednej inSpekcie tohto vyrobeu, ktora bola vykonana
16.-18. jana 2009, sa uznava, ze splita podmienky spravnej vyrobnej praxe, ktoré st stanovené v Smernici
2003/94/ES.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on June
16-18, 2009, it is considered that it complies with the principles and guidelines of Good Manufacturing Practice
laid down in Directive 2003/94/EC.
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