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Certifikdt d. /Certificate No.: SI(01lV/2011

CERTIFIKAT O DODR T,ITVANi
SPRAvNnT v'fnoBNEJ PRAXE V.fnoB C oM

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

iast'1/ Part t

Podl'a poznatkov ziskanfch podas poslednej in5pekcie tohto qy'robcu, ktor6 bola vykonanii
Is.-fi.46.2011, sa uznhva, Ze splf,a podmienky Spr6vnej qfrobnej praxe, ktord sir stanoven6 v Smernici
2003/94tES.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on Juny I 5-
17,2011, it is considered that it complies with The principles and guidelines of Good Manufacturing Practice laid
down in Directive 2003/94/EC.

e- mail: sukl@sukl.sk
Ddtu m/Date: 26.07 .2011
Podpis/Signature:

Vydan6 po inSpekcii podl'a il{nku 111(5) Smernice 2001/83lES v platnom zneniapodl'a ildnku 15
Smernice 200f/20/ES

Issued following an inspection in uccordance with Art. I I 1(5) of Directive 2001/83/EC as amended and Art. 15 of
Directive 2001/20/EC

Kompetentny orgfun Slovenskej republiky osvedduje, Ze:
The competent authority of Slovakia confirms thefollowing:

Yfrobea/Manufacturer
HBM Pharma s.r.o., Sklabinsl*i 30, 036 80 Martin, Slovenslai republika

Adresa sidlal,site uddress
HBM Pharma s.r.o., Sklabinski 30,036 80 Martino Slovenslci republika

bol kontrolovan;f podl'a n6rodn6ho kontroln6ho programu v sirvislosti s povolenim r4froby d. VL-006i 10
podl'a dlSnku 40 Smernice 2001/83iES a dldnku 13 Smernice 2AA1/20/ES implemenovanej do
nasledujricej nirodnej legislatfvy:

Zhkon NR SR L 14011998 Z. z. o liekoch a zdravotnickych pom6ckach v zneni neskor5ich predpisov a
Vyhl65ky MZ SR 8.27411998 Z. z. o poLiadavkfuch na sprSvnu qfrobnir prix a spr6vnu velkodistribudnri
prax v znenf neskorSich predpisov

Hag been inspected under the national inspectian programme in connection with manufacturing uuthorisation
no. VL-006/10 in accordancewith Art. 40 of Directive 2001/83/EC and Art. 13 of Directive 2001/20/EC transposed
in the following nqtional 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 qs amended later
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Tento certifik6t sa vzfahuje na stav qfrobndho miesta v dase vy5Sie uvedenej inSpekcie a ak uplynuli viac
ako dva roky od d6tumu tejto in5pekcie nemusel by spol'ahlivo odritLat splnenie podmienok. Po tomto
dase by sa malo konzultovat' s vyd6vajircou autoritou. Pravost' tohto certifikiitu mOZe byt' overen6
vydSvajricim orgSnom.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should nol
be relied upon to reflect the compliance status if more than two 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 (fart2\

ffi Hum6nne lieky/Uuman Medicinal Products

[l Sttsane lieky na hum6nne pouZitie pre finul, II, ilI klinickdho hodnotenia lHuman tnvestigational
Medicinal Products for phase I, II, III clinical trials

e- mail: sukl@sukl.sk
Ditu m/Date: 26.07 .2011
Podpis/Signature:

1 V.TROBNE OPERACIE 1 MANUFACTURING OPERATIONS

1.1 Steritn6lieky 1.1 Sterile products

1.1.1. Asepticlqt vyrdband
1.1.1.4 Maloobiemovd kvapaliny

1.1.1. Aseptically prepared
1 .1 . 1 .4 Small volume liquids

1.1.2. Findlne sterilizovani
1.1.2.3 Maloobiemovdkvaoalinv

1.1.2. Terminally sterilised
1.1.2.3 Small volume liquids

t.2 Nesteriln6lieky 1.2 Non sterile products

1.2.1. Nesterilnt lielqt
1.2.1.13 Tablefv

1.2.1. Non sterile products
1.2.1.13 Tablets

1.5 Iba balenie 1.5 Packaging only

1.5.1. Primdrne balenie
1.5.1 .l Tvrdd kapsuly
1.5.1.13 Table8

L5.1. Primary packing
1.5.1.1 Capsules, hard shell
1.5.1.13 Tablets

1.5.2. Sekunddrne balenie 1.5.2. Secondary packing

1.6 Kontrola kvatity - skri5anie 1.6 Quality control testing

1.6.1 Mikrobiologicki: sterilnd
1.6"2 Mikrobiologickd: nesterilnd
1.6.3 Fyzikdlno-chemickd

1.6.1 Microbiological: sterility
1.6.2 Microbiological: non - sterility
1.6.3 Chemical/Physical

tel./fax: +4212 507 Olll L2 55560022
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2.DOVOZ LIEKOV 2. IMPORTATION OF MEDICINAL
PRODUCTS

2.1 Kontrola kvality - skri5anie dovfianfch
liekov

2.1 Quality control testing of imported
medicinal products

2.1.1. Mikrobiologicki: sterilnd
2.1.2. Milcrobiologick|: nesterilnd
2.1.3. Fyzikdlno- chemiclaj

2.1.1. Microbiological: sterility
2.1.2. Microbiological: non - sterility
2.1.3. Chemical/Physical

"r) Certifi kfcia larili dovfuLanfch liekov 2.2 Batch certification of imported
medicinal products

2.2.1. Sterilnd lieky
2.2.1.1. Asepticky vyr6ban6
2.2.1 .2. Findlne sterilizovand

2.2.1. Sterile products
2.2.1 .1. Aseptically prepared
2.2.1.2. Terminallv sterilised

2.2.2. Nesterilnd lieky 2.2.2. Non sterile products

[l Humr{nne lieky/Human Medicinal products

Certifik6t bol vydany 26.07.z}n
The certificate was issued on July 26, 2011
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PharmDr. Ji.mWiazlg

vedric i sl uZobndho uradu[9.p;u6 1,"t'

Director of the State Institute for Drug Control
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tel./fax: +4212 501 0lllll+Al2 55560022
Dr{tumlDate : 26.07 .2Ol I

e- mail: sukl@sukl.sk
Dr{tu m/Date: 26,07,2011


