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Vydane po inspekcii podl'a cliinku 111(5) Smemice 2001/83/£S a cliinku 15 Smemice 2001/20/£S
Issued following an inspection in accordance with Art. ] 11(5) of Directive 200l/83/EC

and Art. IS of Directive 2001/20/EC

Kompetentny orgiin Slovenskej republiky, Stiitny ustav pre kontrolu lieciv, osvedcuje, ze:
The competent authority of Slovak Republic, State Institute for Drug Control confirms the following:

Vyrobca/Manufacturer
HBM Pharma s. r. o.

Adresa sidla/Site address
Sklabinslci 30, 036 80 Martin, Siovenska republika

bol kontrolovany podl'a niirodneho kontrolneho programu v suvislosti s povolenim vYroby
c. VL- 006/2010 podl'a cliinku 40 Smemice 2001/83/£S a cliinku 13 Smemice 2001/20/£S
implementovanych do nasledujucej niirodnej legislativy:
Ziikona c. 140/1998 Z. z. 0 liekoch a zdravotnickych pomockach v zneni neskorsich predpisov a vyhliisky
MZ SR c. 274/1998 Z. z. 0 poziadavkiich na spriivnu vYrobnu prax a spriivnu vel'kodistribucnu prax
v zneni neskorsich 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 200l/83/EC and Art. 13 of Directive 200l/20/ES

transposed in the following national legislation:
Act. No. 140/1998 ColI. on Medicines and Medical Devices, as amended later and Decree of the Ministry of Health
of the Slovak Republic No. 274/1998 ColI. on Requirements for the Good Manufacturing Practices and Good
Distribution Practices as amended later.

Podl'a poznatkov ziskanych pocas poslednej inspekcie tohto vyrobcu, ktorii bola vykonanii
16.-18. juna 2009, sa umiiva, ze spina podmienky spriivnej vYrobnej praxe, ktore su stanovene v Smemici
2003/94/£S.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on June
]6-18, 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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