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Certifikat ¢. (Certificate No.): SK/014H/2009

 CERTIFIKAT O DODRZIAVANI
SPRAVNEJ VYROBNEJ PRAXE VYROBCOM

CERTIFICATE OF GOOD MANUFACTURING PRACTICE

Cast’ 1 (Part 1)

Vydané po inpekcii podla élanku 111(5) Smernice 2001/83/ES
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

Kompetentny organ Slovenskej republiky Statny astav pre kontrolu lieciv, osvedéuje, Zze:
The competent authority of Slovakia, State Institute for Drug Control confirms the following:

Vyrobca-kontrolné laboratérium/Manufacturer (Quality control testing laboratory)
BEL/NOVAMANN International s.r.o., Tovarenska 14, 811 09 Bratislava
Slovenska republika

Adresa sidla/Site address
BEL/NOVAMANN International s.r.o., Kollirove nam. 9, 811 07 Bratislava
Slovenska republika
BEL/NOVAMANN International s.r.o., Mudrofova 2388/25, 921 01 Piest’any
Slovensk: republika

bol kontrolovany podla narodného kontrolného programu v sivislosti s Osvedéenim o akreditéacii
vydanym Slovenskou narodnou akreditatnou sluzbou ¢ S-106., Rozhodnutiami Statneho dstavu
pre kontrolu lie¢iv ¢. §-01/08 a &. §-06/09 a povoleniami vyroby, v ktorych je organizacie@ivedena ako
zmluvné kontrolné laboratorium, podla ¢&lanku 40  Smernice 2001/83/ES  implementovane)
do nasledujucej narodnej legislativy: Zakon ¢. 140/1998 Z. z. o liekoch a zdravotnickych pomockach
v zneni neskorsich predpisov a Vyhlasky MZ SR ¢. 274/1998 Z.z. o poziadavkach na spravnu vyrobni
prax a spravnu velkodistribuéni prax.

Has been inspected under the national inspection programme in connection with the Certificate of
accreditation of the Slovak National Accreditation Service No. S—106, Decisions of the State institute
for Drug Control No. §-01/08 and No. $-06/09 and manufacturing authorisations, where the company
is listing as a site of QC testing, in accordance with Art. 40 of Directive 2001/83/EC 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.

Podl'a poznatkov ziskanych pocas poslednej indpekeie Ioi{lﬁvyrobcu. ktora bola vykonana 28. - 30. jila
2009, sa uznava, ze spliia podmienky spravnej vyrobngj p;ak’c,_i}xedené v Dohode o vzajomnom uznavani
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medzi Eurdpskym spolo¢enstvom a Slovenskou republikou, ktoré si stanovené v Smernici 2003/94/ES
ako principy a pokyny spravnej vyrobnej praxe.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on July 28. - 30. 2009, it is considered that it complies with the Good Manufacturing Practice
requirements referred to in the Agreement of Mutual Recognition between the European Community and
Slovak Republic. / The principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC/.

Tento certifikat sa vzt'ahuje na stav vyrobného miesta v ¢ase vysiie uvedenej inSpekcie a ak uplynuli viac
ako tri roky od datumu tejto indpekcie nemusel by spolahlivo odrazat’ splnenie podmienok. Po tomto Case
by sa malo konzultovat' s vydavajucou autoritou. Pravost’ tohto certifikitu moze byt overena
vydavajicim organom.

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. The authenticity of this
certificate may be verified with the issuing authority.

Cast’ 2 (Part 2)
Humsnne lieky Human Medicinal Products
1. | Vyrobné opericie Manufacturing Operations
1.6 | Kontrola kvality - skasanie Quality control testing
L6 Mikrobiologické: sterilné 1.6.1  Microbiological: sterility
| 1.6.2  Mikrobiologické: nesterilné [ 1.6.2  Microbiological: non-sterility
. | 1.6.3  Fyzikalno- chemické | 1.6.3  Chemical/Physical
2. Dovozliekov | Importation of medicinal products
2.1 Kontrola kvality - skasanie | Quality control testing
2.1.1 Mikrobiologické: sterilné 2.1.1  Microbiological: sterility
2.1.2  Mikrobiologické: nesterilné 2.1.2  Microbiological: non-sterility
| 2.1.3  Fyzikédlno- chemické | 2.1.3  Chemical/Physical

Certifikat nadobuda platnost’ od 16. 12. 2009
The certificate is valid from December 16, 2009

.C’
Certifikat je platny do 15. 12, 2012
The certificate is valid till December 15, 2012
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