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? STATE INSTITUTE FOR DRUG CONTROL
- Kvetna 11, 825 08 Bratislava, Slovak Republic

STATNY USTAV PRE KONTROLU LIECIV

Kvetnha 11, 825 08 Bratislava 26
Slovenska republika

A, ki i

Certifikat & /Certificate No.: SK/010V/2011

CERTIFFIKAT O DODRiIAVrANi
SPRAVNEJ VYROBNEJ PRAXEVYROBCOM

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Cast’ 1/ Part 1

Vydané po inSpekeii podl'a ¢lanku 111(5) Smernice 2001/83/ES v platnom zneni

Issued following an inspection in accordance with Art. 111(35) of Directive 2001/83/EC as amended

Kompetentny organ Slovenskej republiky osvedcuje, ze:
The competent authority of Slovakia confirms the following:

Vyrobca /Manufacturer
BEL/NOVAMANN International s.r.o., Komjaticka 73, 940 02 Nove Zamky
Slovenska republika

Adresa stdla/Site address
BEL/NOVAMANN International s.r.o., Kollarovo namestiec 9, 811 07 Bratislava
Slovenska republika
BEL/NOVAMANN International s.r.0., Mudronova 2388/25, 921 01 Piest’any
Slovenska republika

bol kontrolovany podla narodného kontrolného programu v stvislosti v stavislosti s Osved¢enim
o akreditacii vydanym Slovenskou narodnou akreditaCnou sluzbou ¢ S — 106 =z 18.10.2008,
Rozhodnutiami Stitneho Gstavu pre kontrolu liediv &. S-01/08 a&. S-06/09 a povoleniami vyroby,
v ktorych je organizacia uvedena ako zmluvné kontroilné laboratérium, podla clanku 40 Smernice
2001/83/ES implemenovane) do nasledujicej narodnej legislativy:

Zakon NR SR ¢&. 140/1998 Z. z. o lickoch a zdravotnickych pomdckach v zneni neskorSich predpisov a
Vyhlasky MZ SR ¢. 274/1998 Z. z. o poziadavkach na spravnu vyrobna prax a spravnu velkodistribucnu
prax v zneni neskorsich predpisov

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. 5-01/08
and No. S-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 legisiation:

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

tel./fax: +421 2 507 01111/

421 2 55560022
Datum/Date: 18.07.2011 -
Podpis/Signature: |
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e- mail: sukl@sukl.sk

Datum/Date: 18.07.2011 +—-.
Podpis/Signature: D
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PodPa poznatkov ziskanych pogas poslednej indpekcie tohto wvyrobcu, ktord bola vykonana
28.-30. jula 2009, sa uznava, Ze spliia podmienky Spravnej vyrobnej praxe, ktoré su stanovené v Smernici

2003/94/ES.

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 principles and guidelines of Good Manufacturing Practice laid
down in Directive 2003/94/EC.

Tento certifikat sa vztahuje na stav vyrobného miesta v Case vyssie uvedenej inSpekcie a ak uplynuli viac
ako tri roky od datumu tejto indpekcie nemusel by spol'ahlivo odrazat’ splnenie podmienok. Po tomto Case
by sa malo konzultovat’ s vydavajucou autoritou. Pravost’ tohto certifikatu mdze byt’ overena vydavajucim

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)
Xl Humanne lieky / Human Medicinal Products

1 VYROBNE OPERACIE 1. MANUFACTURING OPERATIONS
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1.6.1 Mlkrobluloglcké ‘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. DOVOZ LIEKOV 2. IMPORTATION OF MEDICINAL
PRODUCTS
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2.1, 1 Mlkroblologwke sterilné 2.1.1 Mlcmblologlcal stenlity
2.1.2  Mikrobiologické: nesterilng 2.1.2  Microbiological: non-sterility
2.1.3  Fyzikalno- chemické 2.1.3 Chemical/Physical

Certifikat bol vydany 18.07.2011,
The certificate was issued on July 18, 2011 .

\
PharmDr. JaniMazag PharmDr. Igor Bercik
veduci sluzobného Grada a riaditel’ vedici indpektor
Director of the State Institute for Drug Control Leading Inspector of the Inspection Team
tel./fax: +421 2 S07 01111/+421 2 55560022 ' e- mail;: sukl@sukl.sk

Datum/Date: 18.07.2011 Datum/Date: 18.07.2011




